HOTLINE 2014-152




.

f UNITED STATES ENVIRONMENMTAL PROTECTION AGENCY
x WASHINGTON, D.C. 20480

*
! Fnu"“‘&

OFFCE OF
INAPECTOR GENERAL

June §, 2014

MEMORANDUM
SUBJECT: Office of Inspector Generzl Hotline Complaint 2014-152

FROM:

Special Agent in Charge

Headquartiers, Office of Inspector General
TO: Francesca T. Gofo, Ph.D.

Scientific [ntegnity OfTicial

The Environmental Protection Agency {(EPA), OfTice of Inspector General {OIG) Hotli
received an electronic message fi
Iun!! s!!y tiat ie !l

conlacted the Hotline to request assistance in a retrection of and EPA

ieves in error,
The Hotline is forwarding this as requestad in yo clectronic message. Please
advise the Hotline if any OlG assistance is need will be informed that his

request has been forwarded to vour office.
Please inform the Hotline within the next 5 calendar days that this has been received. [f you have

any further questions, please call Special Agen Hotline Program Manager, at 202-
S%ﬁ

Altachment:

cc: Carolyn Copper. AIG OPE OIG



. 00

From:
Sent-
To:

Subject: requeat for OIG investigal
Attachments: HEI greerbaum Latter 10

Thanks for talking with me today abowt the lenier | cc'd to the O1G on May 19 requesting retruction of an
approx. £2.5 million study that EPA commissioned from the Health Effects Institute, which has been
continuously funded by HEI since 1981 [and currently at the rale of about $17M/year] . Please share this emai}
with whoever is assigned to reads my letter.

The study I'm concerned with was published twice in 1989 [by HE] and the NEJM ] and again in 1991at EPA's
request by EHP, the official journal of MIEHS. [t is sAill being cited by EPA [as vecently as August 20181 as
the "primary basis” for the CO NAAQS, on the assumption thet its methods and resulm are valid.

The study has been endorsed by Lthree successive CO CASAC review paneis appoimed by EPA byt all were
ubsequently dismissed by
and SAB aafT 10 disclose this abvious source of potential bias
to either this fellow CASAC members or the public.

Assuming the EPA's OLG agrees that the evidence I've compiled documents scientific misconduct on the part of
HEI in this stody {de(ined as fabrication, falsiftcarion and/or plagiarism]|, I would like the OIG to consider
whether HEI should be sanctioned in some way for this rescarch fraud --even though the siatube of limitations
for recovering the funds involved has long passed.

Given the study's importance [CO kills and poisons more people in USA annually than any other toxin] and that
HEI-affitiated scientists on EPA appointed CASAC panels have promoted the study to EPA es 8 sound basis for
the OO NAAQS since 1991, [ think some sanctions are warranted on both HE] and the researchers involved -- if
only o send a clear signat to all EPA grantees that scientists caught defrauding the federal governmemt wili no
be rewarded with further grams or contracts for some number of years if not permanently barred.

Al the very least I hope the O1G will instruct HEI to stop throwing away the archives of EPA-funded air
pollution studies without first offering them to EPA so stafl can preserve those Lhat are still being cited as the
basis for EPA regulations (as the Datwa Quality Act requires). A letter from HEI Exec. Director Dan Greenbaum
defending this prachice is anached.

HEI's Board of Directors and the jowmais involved have not yet responded to my letter but [ will keep you
informed if they do.

The issues 1 raise also may be of concern (o your program review office but only if the inspectors find some
merit in my allegations of scientific misconduct.

Thank you for your consideration. 1 look forward to some reply.
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From: Sullivan, Patnick .

Sent:

To:

Cc:

Subject: " Retraction request
Adtachmerrts : latber requesling retrection.doc

Hotine.,....coveriinansanas

patrick F. Sulivan

Assstant Inspectr General for Investigations
EPA Office of Inspeaxctor General

Desk: (202) 565-0308

Call: (571) 243-2195

Emall: sullivan,panick@epa.gov

From: Eliins, Arthur - \
Sent: Monday, May 19, 2014 7:26 PM (JJ S b-f

Yo: Sulivan, Petrick F.

: ) ; Al
Cc: Sheehae, Charles; Larsen, Alan Qe (Q)J“'G

Subject: Fw: Retraction request

’
Patrick, VUL V"‘J’O

Please see the below hotline complaint. Please follow-up as appr
Thanks.

Anl

Sent: Monday, May 19, 2014 5:34:50 PM
To: Mccarthy, Gina; Elkins, Arthur; Grilo, Francesca; Coste, Dan
Subject: Retraction request

The attached letier is cc'd to you. it requests retraction of the Allred et ai study of carbon monoxide
that was published by the Health Effects Institute (1988), The New England Journai of Medicine
(1289), and Envionmeniai Health Perspectives (1991).

My request is based on extensive evidence of misconduct and other significant deviations from the
norms of scientific research that I've documented in the letter and seven appendices.

Becauss EPA commmsioned this study from HEI in 1983 and has been citing it as the pnmary basis
for the CO National Ambient Air Qualily Standards since 1991, including most recently in 2011, 1 hope



you will review this evidence and reconsider EPA's faith in both the Alired study and HEI, which
directed it.

If you find fauit with my reanalysis, pleasa let me know so that | may issue B comection arxd an
apology. But if not--#f you agres that this study is not of suMicient quality to be cited as the basis of
EPA regulations--1 hape EPAwdlstopanng :tamplasenemxplaof tha type of sciantific
misconduct for which fedars bo ared. | trust EPA also wifl ban
all the authors, including m aver again being
appointed to EPA's

Unlike the Jast time the evidence besis for the CO NAAQS was cast into doubt—back in the early
19808 when EPA's then most-~cited CQ regearcher, Dr. Aronow, admitted fabricating drug testing data
he'd submitted to FDA, | beg EPA not o commission even one more CO study. There ara aiready
over 25,000 references on CO in the medical Jitarature that EPA has never reviewed, including aver
5,000 published just since the last CO NAAQS review began in 2008.

Thank you for your consideration. | look forward to your reply.




AN open this rceasiting, retraction of all Beree puihished wershons of the
* Muticenter Carban Morcyide Sty
by the Heatth Efiects ietitute's dulticentsr CO Stxdy Team (Altred o ai. )

wary 19, 2014

Qr. Jeftrey W Drazen, EdRor-in-Chief, Hese Erglared Jourmal of sedic ire
O, Foagh Tiaon, Edftor-in-Chied, Envitoormeniol Ysakrs, Parasctives
Health Effects Irntitute Board of Directors, ' /o Dr. Dardel Gresnbaum, Prawikient

Corwr BATors Ard ME) Direcbors,

On August 1, Y994, the United States Environmental Prote: Han sgecey [EPA] clied your
publications of & human sxposure study by Allred ot of {1985, 19890 ad 1997} among the
evidence for mairtalning the Hatlorml Ambient Alr Quadity Standards {NAS] Far cartuon momacide
[CO] st their original 1971 Wevels.? Sewentens: yoars later, on August 39, 2011, EPA's Gffice of Alr
and Radistion—then under tw directon of Gine MoCarthy, e aumenat Admistitrstor—compietad 1ts
Mot recerit review of the OO HAAGS and sgain deckied to keep Che 1971 standards un:

This tme EPA dingbad out Allred ot 2l a5 the one study “given primacy Corsdderation in v revee™
and explicitly gave rd welght to epidesriolopical studie or any obhwr types of evidence.?

Mired ot af [19896]) B ssa citexd a5 the baxis for Health Canada’s Smflar “Hationsl Ambkent
MMIUWMEGWWWMMWMMIMWWh
o “Ar Quality Cayidedines for Euvope. ™ Other countries with the same CO exposure standard ax
the US or Canada inclody Austrslin, Mew Tealand, South Aftica, the Unfted Kingoom, and moat of
Eurcpe. Owarr 750 million pacpis [tve undes these C8 stendards.

While Allred et o—formalty lovown as e Haalth Effects Institute's Multicentsr Carbon
Moremide Study {HETs MoCO yudy]—l considersd a taodmark in requistory toodcaiogy, T dedign 4
Tundamentally Aavwed and it concluskes: & not supportad by its results, some of which appear too
good bobe true,  Ironkcelly, EPA commissionad this study from HEL i 1983 ta replicate » smaller
bt siirkarly flawed TO study that the agency had cormmissioned Just four years sarlker from a
cargiologfat at the Yeterans Adminbstration, Dr. Wilbert donow (U5 GaD 1984).1

Or. ironow rever obtained ¥4 approval for his EPA research, however, nor for other homan
$tudders on ithe sifety s efficacy of mew cardiac drugs for pharmaceuticsl compandes. (US GAD
1984}, The latter came to light in 1975 when Dr. Aromw admitied to the US Food snd Drug
Admiintstration [FBA} that much of the drug data he had submithed was fabricatad (U5 SAD 1],
The FDA barred i from submitting sy more and informed the VA, which ontersd him to stop

T bt e Srmccind] o | Bioiend of Dimcions i e sbeance of an. sxecithe selicr % [ reseiich repors Tha bowed
comprisss Shanwood Boskiart, Dr. Enriqueds Bond, Rickrd Cualiesle [k, Dr. Pumell Chappin, D, ivichesl Clegg,

Dv. Jared Cohon, Stepswn Corten, Gowher Rizvi. Dv. Linds Roserminck, Henry Schaci, Dr. iWaman iissbingion, 45 Dy
Diorald Keyiudy fviow chis omeritux). List nocessed 252014 l hii /iwww hemihetiacss or gbotes rim

*USEPA. 5§ FR 0000, Auguet 1, 1054 The GO MARGS wlltaict GO soaiapunt Sulkoues of vz 17 ey weacaow O $ paets par
milicn ppem] owwe aight hours and up I0 35 PP M e over or hots.

TUSEFA. 7E FR B0, Augoel 31, 2011 In ooninssd, pnes if EPAy ofvar NARGS rulormmiinge—ior pariouais makar,
A20N, Mt Sionddi, sutr dicde, o e —wve dvr given “ImEry Domidenyiion” i any single Tiudy.
'Mﬁdd*ﬂhﬂﬂl{hﬂn .l D O ST - By T L0 0 L=dihd il
ang pigt owid WHO Ragionsl Ofice tor Europe in wwersure whe ind_ dnins peets/pol SipD00a/T 47 0E 1900 pol

SEP Soat oltnd 720 aladher by De. Arcinco, nics of which sscionowisdged vy unding scurce, and ona sidy kom EPA's
cots Fwarmanny st ey (Anisimee 1373) ae T Eale ior e G0 MAAGIS in fis: 1576 Criterie Dcoument. Frior i this mnd
charing Bk iy Bt ciopeion’ of e GO MAALYS in 197, EF A had based W iandard on orm sludy of meurclogionl sifects
{Basterd 1067}, Wi rauliple rismarctr, mcluding EPA siefl, wem .nobls o repliosts Beard's nesults [0t 1979), EPA
daxcich] 1o Dy e GO WAACH iraplestt 6t o pfteciis of G I meent wilh anging st reporied by Dr. Asonce
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Request for retractian 9f Allred et of SOOI ... .
slse Implaveible: It ks perfectly symmetricsl end extends from exactly 1.0 to 3.0%,  sore plausitly,
the range around tw high mean ks bess perfect, sxtanding from 2.3 te 5.1%

The suthors nepact, these mean w0 bevels are soociated with madest but statistically
significant mean decreases jof betwean 4 and 12%) In thelr two primary sutcommes: the percant
change in the e ft ook the men to develop angina [ANG] and & specific type of 5T segment
chamge in their ECG essoctated with fschemia [I5T].

While these reautts are still cited by EPa ks the best docupmeted efects of Low: el £0
exposiny, the study actually fell far short of s recrudting goals which significantty reduced Irs
statistical power, The suthors report thedr Intention wis to study 75 subjects and claim they
recruitad 76, thay started with & goal of 150 wd stopped aiter snrelling 107."  They also tasted
but did nak rapon; the reswlts of an unspectfied number of beslthy controls, estimated by this
reviewer at 29 to 43.% They published complete results for 69 cases, & of wiich they disqualifled,
leaving 83 in their final snalysls. This % just 47X of thetr geal, and lex than the number of
contritutons acknowdedged by HEI's ‘sulticenter OO Study Team® [McCOST].

In addftion to the shady's 10 co-suthors, the McCOST Inciuded the 6-member * idvisory”
COOC mentioned abows, an 13-member Technical Review Panel, 1 Smember Quatity Asrance
Toam from the Arthor Q. Little [ADL] conmlting Hrm, and HEI"s siecutive director, L whom the
AL audttors sevt all thelr “confidential inspaction reports.™ The Investigators wacked from 7 des
frr 4 states, including tha medical schools of 3 unfeersithes (sl Johm Hopldnz, 5t Lowis and
Stanford), and the Harvard School of Pubtic Hesith. The authors abo acknowiedged snother 47
collaberrators by name—including 7 more cardiciogitts, & “dacs croedinatars,” and 3 *data
checkers"™—for & total acknowdadged bram of BD.

But HEI"s McLOAT did not haoes & single principal freestigator with cversil athorty - hevice
HEI's alphabetical Iiing of the sithors—and 1 did not Toliow HEI's ctiginal study plan (Cax 1904,
Willfarrs 1995). The McCOST Eook The years sd approaimately 52.5 milllon [Jasnoff 1998) o
finlsh a study that EPA origirmihy nequestad be dome in one year for under 300,000,

The suthors submitted thelr finel mudited repoit to HEL in Movember 1987, It was fint
neviewed by the becholcad review panel snd twn socrpted by HE's Mealth Review Committes in
hiarch 1988, Thar HRC sent it “Lo e Board of Derectors with a sUrong erdirasment and &
recommendation 1o publish the report. &5 som & possible™{Allred 1589a).

Although the bowrd sccapbed the report without revision, HE's firt printing of it In 1988
wist not puldicly relessed. it was ot dabeyd or rumbered and distributed only ta HEL™s advizors snd
finencial sporesors.  Despite EPA"s urgent need For the study, HE smbarposd the resills Tor morse
than another vesr, finelby nebessing them in November 1559 with o newdy prirdsd, dated snd
mumbered cover (HE] versions Allred 1989a, Ressarch Report 250, Its S8 pages {owilade & One-page

¥ Cr. Foge MoClekien, perssoral communicesion, 2014

H T mucthory dicions Tl ey eraied an unepacied number ol tessiiy coninots Doly in Appende: H, |, Wand M of et
HE! raport {Aima 19%0e), Tha rumbar can b salimuind, howows, tar dividig ha 261 blood smples rom oonirol et
ey acinowecps sniiyzg kv S0 by g cheomaiography [GC] i Apgendia H by I nusnbar of such sampies mnelyoed
P putecn. This wess e par dery over The T rgndomeed insing deys ol e duihors ameenced feir peoloaol o
Mgt 28, 1685, s which it was thrae par dey, vislding a il of aithar i or ning ReTRLeS ey panicn enaivaid by G
Thug roamibar of marrion naind bukorw of sl g mancimant are neol apaciind, howwsr, 3 T number of aonirde whao
compieing fat prosionny s only be sbliaphid sy st Seimemn 261 dnided by 5226 or [ [~43.5]. If some of the
cortirele i 1] ancrplain the semiee peoloool, T It rumber of coninis imvatved wouid e Mg T ks SETEN.

= D Ayt anging Mty lor EPA, in cantes!, wees budguint &1 530 000—hall of which wes. i ba pewd by EPA—but
ancia] un oowling ay SHUKN, il of ek by Pa VA (U GAD 104) O Aronoss aoampinied The wudy i1 4§ calender
deys, from Nonster 13, 1979 (i Fricey sier Thanioigiving, 1o dansry 111080, end ha geve o il dwll 1 EPA'S Ofios
oof Pttt el Doiicponary oot L Gy Jpder - Saptincibrgy waminancie and lecorsl holcme, i ol jual 23 veaivinye kor
P oyt w1 aubjeces Sor Bwes chis it R i ol of €5 viei's, or a0 venige Of ik ey o diys. Or.
Aroree wocixrplets Thie wshout sy neporiec dropauiy. wet simost arkssly by el He unapacibe
hricil i o, T individie wnd weoniirasl Sestence fom B oot bui nal s Goaling of b WA lunding.
[y, Szl Shalich, parecel commumionion, 2012




Request for retraction of dilved et of —— _poge §

preface by HEl's Board of Directors prafsing the soxly, & two-page table of contents, one page of
abbreviztions, the suthors” M-page report with 18 apoendices, & page “About the duthors,™ one
g of miTaka, A & 17-page Conmimobaty by HEL™s Haalth Review Couditbae,

HEL scabargosd ts verdon untli after & T-page verdan was accepled and pubiisted by The
Hew Englane Jowrre| of Medicine on Noeember 23, 1989 [HE W version= Allred 19895}, which
repartacly took mone thin on pear [o gt through peer-review (Grabam 1951} This was followed
14 morbits Laiwr by thee publication of a #-page verdon with three appendicns 11 Ervirorreotd
Helth Perspectives [EHP vearsion= Allred 1991 1. The Muthors also snowered ietters about the study
and Do [atar wrote an ecitorial sbout 1 but in refther contewt do they acknowledge amy douhis
abaut the valkdity of thedr methods or neslts, '

& S by sk readting of thelr thiee reports, bawever, neveals Incansitently reported
rupthnds and reuits. For example, the wide and overlapping ranges of CO tn which sublects were
exposed on the Low and high exposune days are describad 1n the NE 4 abstract only ss “air
containdng one of two concentrations of carbon monmdde {117 +/- 4.4 ppm or 253 +/- §.1 ppm;,*
without noting that thess values are actually means +/- their standeed amor rather than te mone
typically powmnted {ned larger) standard desriapion., '® The EHF sbitract, incontrast, specifies only
expeaiiien o “low and high CO. " while the HE! abstract spescifiets #xposure & "ir that contained
cirtion monzedde concentrations calvulated b produce appeesimetely 2.2% or 4. 4%
carbavyhemoglobin st the and of the sxpsune period. ™

The whide and cveriapping ranges of wCOF thit resulond from these exposares—from 1.0 ta
3.0 on the 7% targed day and 2.3 to 3. 7% on the 4% farget day—ars not reported o sy of the
absiracts or srywhers ) sl in the MEJW and FHP versioms. vy the HEI shuract sven
acknowledges That =The actial one-minube postexercios levals resched™ of =<1.0% & 015" and “3.9%
£ 1% ave *(maan + standard amor of the maan].” The EHF abstract gives He same valoes
without this critically Smpartsnt parenthetical explanation, white the NEIM shetract does not even
include the SEM term. o says only that “exposure (o fhe fower level resulted In
4 carboxyhemosiolin level of 2.0 percent” and simtlarly, that “fie higher level resulted in
o carboxyhemoaiobio vl of 1.9 peroeat™, wirkh mislendingly sugpests that slt the subjects
attainted these spectfic levels of COHE even though few did Temofgss gdéed] .

The authors slso rever axplalmed in amy version why they treated these vCOHB reusts s
discrete independent variables when they clearty are continsous and dependent on sach subject’s
Lnicpe [nvel mnd duration of CO exposure.  These are the independent variables thay chould have
studied hiyt they do not present ary analysts of these doge Jals.  They ank shown only In bwvo small
scatterplots in appendix C of the HE] wersion, Even though these figunes show that increasing the
CO lved from 42 to 357 ppm had no consistant offect an sither primary outcome, B suthors do
not mention Hysr regative rexdbs in either thee MEMW of BHP vervions.

| tried contacting the HE! sady's comesponding autheor, Dr. Jane Warren, about iy concems
but she woukd net retun my calle  Co-authors s meviewers who agreed to speak with me all
strongly defended the study and denied being aware of sy misconduct, 1 asked HEI for access o
the sticy's archive to reanalyze thadr v dats.™ HE's executive director responded four months

" Hmwwmmmd-:mnmmwmuummnm duting Or. TE Diama of 5t
Lot Linayaruily it ¥ ficst suthor wnc) O, ] Waeren o HE] ae-oecong (WEN 13, 322 04610877, HEI doss 0ot pubieh
bellary and EHP ¢ nal publish ey sbocd thi shedy.  The sciloriel weg wrilan by Cre. S ekden and 50 Goish: Uben
SOgha, urban rrhytmike: asdhon monomide and 1 heant. Aan I Med. 1950 Gap 1113513378,

10 0 o §3 subjeche for wihom soposurs kavol s ryxriad, only ona wess sposed 1o eacly 117 o A anly one 12
wmally 25300m, and only eight mone aes Apowsd 1o isvel wiltin e speoiied s arnors of these means. bt il
o CCY ey o 113 1o 1 21 ppm i o ot e hiigh dhay ovts 247 1 258ppm. Th full range was: eciualy 42 o 25Tporm
Tl nm&nmEmmummmhmwmmnmmmn

provice Wl el in e marmer Tl tckimine rovies mg vaiwion of the work " (g e heatthafics:.ogRFRRF A
im. Accaesed 12A513  But HEs "Spocal Quelty Asurance Procadurss” na ongar requine i (]
presaniy o iechivh of l Tholr slucy et ik vy did belois | el this request ] FAHFA-
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Intar by cimiming thak he haed sthorimed the diposel of Use archive four years eslber, ot U
request of {and upon the redrement of) Dr, Jane Warmen, HE's Direcior of Scierece, wha bied been
b shudy's coordinatar weed & ca-author. ™

My ability to re-anslyze the study's daes f limited, thernsfore—at i yours—to what the
authors published.  But a Lot can be [eemed sbowe the ttudy's history, design, and comburt from
cther sources. AMONg choas | comulted were publk: comments submiteed by HEF o EPA on the CO
RAADS (Con 1984); HEI™s 1985 antwal report, which Includes a 14-page articke sbout the McCO
stindy, then in ta second year (#illiame 1985); raports from imeestigations of both EPA"s C0
standard and HEN by the US Government Accounting DfTios (LIS GAD 1984, US GAD 1964,
pespachively), & report on HEI's performance by the Mational Ressarch Councll (19933, and other
earviewrs of HEM's work on the study (Jamued ! 1988, Graham 1991). | abo Inberdewed many of the
surviving muthors and Sthers who etther eviewed Or oversaw the CO study, V'

From thae soumces, | have compiled svidance of many deviatbions from the norms of
publicly-furded biomedical resesrch (Agpendix A and & wide varkety of scientdic sl ethcal
misconduct B}, ncluding mésleading figures, some clearly mandpulated, that obscure the study’s
actull mathods and results {C), and misleading tables, many with arithmetic #rrors end some with
fabricated results (D). These appendices are sttached for your review, alopg with highlighted
varsiprns of the study showing what taxt was copled from He HEI version into the MEJW 1E) ard
EHF{F} versions, and what text was changsd or deleted (G).

Whost, damaging to the schentfic record—and meeting sl published definitions of schentific
rbeonduct—i that the authors appear o have fabrickted and/or falxifisd much of what they
reported in their mathods, data and conoliciom.®  Less damaging Lo the (nciual record bt
rorvartheien of ethical concern are the authors' unnecetsary overeposune of both catet and
controd, plagiarism of themsahes and others, redundant publicaiion of results, guest and ghost
mizattribution of sithorshlp, and Faflure o discioze any of the conflicts of nmrest of blas among
themaseives and the HEI stalf, directors, advisors, snd Financial spomars wive alae contributed to the
stucly In vatkous ways

it #s ot clear from my Investiganion which suthors wd institutions. were sware of the
schenHic misconduct assaciated with this study. Even if only & Tew were directly respondble wd
thelr actions uncoordinated of inagvertant, the net effect & the same.  The sclenbific communtty
can 10 longer have any confidence in the study s esulits o conclurions reganding the effects of {0

on men with cornaly artery disesse, and regulstory sgencies can no longer have
confidencs i CO standards based on tham.

Since the Comnvictes on Publication Edhies [COPE] recommends retracting amy published
papt witena *Hndings and conclusions cannot be relied upon, ™ there 18 na nesd for the journals
frvolved b determing: witich of this sbudy*s marmy mirepresirtstons are due o horest arror,
innocent ovarsight or smphe Slopeiness rather than deliberats mbsconduct; which authors are

parvons
I Parscnad communicitians n 2011- 2014 wilh tudy’s co-shors { sccepd Dr Waldan, whe dind in 1966, and D,
By, Charibmisn st Weman, who wiould not ke of netum calsl; MoCOST oolsbonions (D, David Siewanitn and
Hank Yroman]; MoCOST sechicel sgvisarn (D, Romakd Cobam snd Sephen Feinbeng), HEL axacve dimciom (Chrarss
Powers; 13801984, [x. Ranhir Soaich, ioo-acang wilh Or. Jene Wit 10871988 and 195315804, Or. Aadoes Sk 158
1202, Dr. Duiel Gmenbeurn 1984}, HE|'s et prewicet, Dr Dord Kaneedy; HE| acviwons (D, Jossph Brain, Roger
MoCialinn Dermard Gokdeelr, James Grizzde, ' Bty Ryan); EPA CASAL acvisors (Drs. Miwn Hecuchl and Suphen
Thoet &4 vl aa af the HE) atvienry sxcoap Or Grizzie); past and pressnt A sl (Lssmr Granl, Tine Helds, Tom
WoCurdy, Dewid kicksa, Kan Sexkon); and pest EPA-onded G4 reasarchens (D6, Wibur Asonow, Qwvid Sthpa
2 Tha ppplcabla pnderty are those of COPE [Pelnciors. Guidenos from COPE, scosssed 1020201 3); ICWIE
(Racommendslions K e Canduct, FRapoing, Edting, and Pubicaiion of Schalary Weork [n el Joumais: Publishing
arel Ediicrbal lnsuen Foshited 10 Publicaiion in dietiead omeis: Scemit; biweondiol, Espressions of Conoem, end
Fairscion. Acossssd 1020127, and LIS EPA (Polkor and proosdures for skipmsing resser) misoonducl, scosssed
SRS} HE) doos nel e pollcien posisd or wrvmdiiens of T public ragarding wendards of misntic inkgrity for HE|
sl o bmepsignion, rooedtnes for inveligerticy sllages misconduct of praosdures on moradilg of relmoting pors.
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resporsible for what emors; or which of their other papers may be vmilary urnellable O Whart
matters most to the integrity of the publiched record # simply whether the suthors” conclusions are
Supoartad by acourskely reported oticds and teeslis. o the case of HEL's MceCQ study, the
evidence i the attached appendices shows they are rot. To cite some comnmpelling &xaimoles:

1) Cnly bwo of the 53 cases responced ty (O exposives comsistent with the suthons”
hyperthaeses e the “mean™ primary resul 5—namely with greater decresses in thedr Himes e the
ANG and (ST gutcormes affer sxposure to CO companed o Afber anly aif, and In a dose respomse
fashion.™ Another 17 subjects futfilled the primary fypotheses bt with onpredicted and
weorsisient patberrs of dose-msporse.  This leoves more thon bwo- thirds who demonstrated
batter cordlovascuiar performeance afiter CO exposurs compared to before. These reslts drecty
conbrisdict the asthars” new widely chund but unjustified conclusion that men with Conenary
artery divease abhd stable angina resct adversely o brief O exposures In this range. ™ The reudts
are, hoveever, cormistent with mamy studies published since 1995 Ahowing that some level of (O
wre carcio-protactive.® Had the authors scrinately reported theie msults, they might now be
crditind with having made this remarkable discovery ten years eartiar.

2] The shudy's three Leating sites could not consistantly replicate thelr own or sach ather's
primary reudhy, caating doubt on the validity of thedr combined means;

3) Quality assurance testing described in Hhe shudy™s Manual of Standard Operating
Procedures’ to check the wccuracy of thedr wCOHD messcrement. methods (G0 aedmetny and gas
chroratograpin) apsinst the Yan Sheke method that the authors considered the gold standard
were abandoned without sy reporting of their results. The stdy's primary refenence
laboratory aC 5t Lovls Undvercity stoppesd wsiog i CO-ooirmetey and &l not replace It due to
“urresolveable technical difficulties.™ And aven though the president of HE| at the time, Dr.
Donald $ennedy, was alsc president of Stanford Uriversity, HEI dismissed a second raference
Laboratary % Stanford From the study when Br. Hank Yrsman, after months of trying, could not
confirm the wCORb results of the primary aboratory, The HE version nevertheless includes
some of Dr, Yreman's reslts without his knowledge or consent and without ac knowledging his
contritmitinne by name;

&) Aot every Figure & misleading and some clearly manipulated, with mssing and/or
extra data poinks {Append: Ci;

5) Almost avery tabls k& misleading dus to varous srmors such as mislebeled columns,
overstated sample xizes that are not cormected for “trimming, = and rscalculated differences
bebwesn means [Appendix D);

T hocording ko COPE_ DR wnd oers, mesporesbelly i el Ing s ralai B rests with e shors' smploysn
ancd furders and should nol deley nolices. of concam or redrecion om journel ScRiors [ T Sdckid o e avcbnoe
Doy if mokaccarechiet b conlirmsd, of course, would jourmal sdiors need 10 ba conosmad wilh tha suthors” oder publicalions,
wheth sceonding 'c i asarch ol Pubhied miy iad 38 many o5 1,540 This doss not include over 100 ofher HE-knded
“Femuich Fapory™ st D, Waman did nol ao-sothar but oonirected. oversew snd spproved se HEI's Direcicr of Rsesanch
from 19871896 and lee) s s Dirpcior of Scianoy o 1995 unill ar rsdinsrand bn- 2006 (HE] Lipdese, Spong 2008,

H Whan resralyzed by the parcent changs in Sme o sach ouloome duning B exarcies mwmny Sonducied pre- and post
pctiutg 06 T CO) die companed 10 e o dew., T Qoly W abiecis wha el i prracy ypoloaess; wilh cuoscient
oy eaporis orn 108 104 snd 318 When reanalyzed by ha sbeckuin change in ime, thare agein jusl o subjech, bul
they mre Nl hd st (D 213 w334

¥ Tha thres publistved wersions: of A et -of e fogote boor crisd o 390 s (1 < Doir-rissmed Meralins,
whch i lor mone than sy oftwr CO inhalmion sudy. Acconding 1o wwnw GoogleSohol com w of 107/2013, thom wars 2
ciimiona ol s HE | varsion, T0 of the EHP and 282 of the NEJM My of the HE] Hekione ard by EPA wiafl, who wlally
cHa mll hrwe varsicns ogedher, whis Heith Cenaci g WHC Fagiornl Cillon lor ELnogss clie onfy' The: HE M varsion in
Wair CO siandardz.  Ssarching muos broadly lor sy martdion of e stucy on B 0t isng wiss Sooghe oo nca ovar
23,000 hits for “Aired st &' + “carbon manceica”

i, collecion of 27 puey-roeioeenc whaien tn Pubidied Tt docaurenl olncio-pro iecTvee peoperion of CO is avadiebie o

iRy e ncki rim.uh geFiiesAn el onakiubhal| VROIOdicDRRSH_g K
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6} Of thee 18 cames who were glven ID numbers but dropped out before completing all four
days of tasting [=107-69], only seven ane acknowlsdged and sxplained. The authors do rot ghve
Aoyl rasuics Eor the uospecifind number of bealthy cantrols wiv complac the saoe pratocol o
for those who participated in thelr 15944 piiot study;

7) The authors da not, eport any Bgns or symptons that may have occurred during any of
the 0O axposures, when CO levels ranged From 42 to 357pem and aach subject s body burden of
CO was increasieyy. [ o changes were nobed in anmy subjects during their 50 te 70 minuts
exposures, this 1 very significant and shauld have been reported a5 it suggests CO sxpotures st
rest i this range do not cause any Incremad rak of sngink of ECG abnormalities. Imlead, the
authors onlty report regative outcomes that orr umed during the graded exsrche trating In fresh
afr which followed each exgrsure.

8) The suthars schnowledpe mean deciines of up to 17% n venous COHE during the subjjects'
brief wxarche sessions after inhaling C0, none of which lesbed more than 18 minutes. These ane
surprisingly short half-lives, equivalent to breathing Fyperbaric oxygen ot rest. The authars do
not disclose that chey knew thils decreacs waa only 3 temporary consaquence of the inc e in
respiratory rabe aned depth thar accompany exerche.  As one of the COOC sdvizors published in
1968, vCOHb rebounds within five minutes after stopping eaercise to almost 10 of 1ts prior
Lavel—even with no additional OO expiurs—m respiration slows 1o normal.™  In contrist, the
w0 study specified that blocd samples for COHb analysh be drawn within one minute of
stoppirtg xercise. This significantly underestimated the subjecta’ COHD Llevals ot the dme they
ceveloped ANG and IST, which ocouimed, on average, several minutes before they stopged
exarching;

9} Contrary tu the authors” conclusions but consistent with other sticties, the two primary
outcormes of ANG and 15T were not consitently comelated with sach other @ Sobjects sither
experianced aging seversl minutes before they developed an “Hichemic™ 5T segment changs or
vice varty, proving that nelther k the cause of the other;

107 Also et ometabed were the subjects” individual Lewvels of CO sxposure and thedr
nsutting vty of viernous COHb.  The suthars misrepresanted the batter 53 an independent
memsure of *C0 uptake” ad “doce™ both during and after sxposure even though they knew
vEOHb declined Faster during =xerncie ot subjrchs increpsad thetr minute ventilation and with
it, thedr rate of CO sxcretion. The chamnge 0 sach subject's vCOHb after exercise following
exposury te frech air on the contral day was more variable, a5 shown on the y-axis of the
scarterplot below, There & no plawsible sxplanation for either the larpe number of subjects
who unexpectedly sxperienced no change st all In their vCOHb while sxarclaing after axposre
to alr [along the Hine y=0} or the complete sbsence of subjects bow experienced changes
bt tveeent BHO and - MY ar H12%,

Tha authon do not addrets these most unlikely Ardings. They also do not acknow(sdge or
expinin why they reported only wCOHb results when thelr originel MSOP specified messuring
COHb in wrierfal blaod, which is a maore masningfid indicator of absorbed CO dose. Whits
venous blood i lam painful o semple, vCOHD k a dependent mesure of CO excretion that
depends greatty on aCOHb.  Artevial and venous COHb both rise during exposure, of course, tat
erigvial does sa much Taster at it H expotaire continues long snough, arterisl and venous €O
levels will reach squilibrium with each aother snd with the Inhaled Levet, but given the range of
pvptaurse uned v bhin siady, s wosikal v Balen Bt Wit 5 00 13 e o continucus
eaposure. Since the study used wxposures of only 50 to 70 mintes, each sublect's artarisl
COHD (el would st have been sigmificantly higher than their vanous and should have been
reported &% the aithors originally Intended.

¥ D, Stvon Honauh of 8l Heried s iy i 198 and published o I 1555, B yomr Laakrs th WOCT wiody  decrml
st cunaty of e ambiond waceipstions of auton mondds o7 e sk {HE| Reogerch Fagor 21)
= 4, coliecin of 11 pur vovioan) wring. on Pubhied deliey] imm 1900 el dooyniint inaoneirien© cormeiplions birteer
o ik 1o vgirmn o Thak v 0 ST et chapa s aenslinbie Bl
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Ghaen that te MG shudy was Tirst published 25 years ago, some may propose Letting (b rest
in peace. But this b5 ot [ust another old study whots findings are widely recogrized a5 outdated
and no longer relsvant. In addition 1o bedng the “primry bask™ for EFA™s curtent C0 HALDS, the
shuddy"s resits are st widety tught In oxicology and continue Lo garner new citations in te per-
revieviad litarature at a rate of more than one per month. [t i for thess reasons that study's many
errors, discrepanches and mirepresermations must sither be corracted—which saams impossibie
nowt that HEI has discarded the sushy's archive—or all three versions redracted.

H the: ssthors are not willing bo de this, | ask you~the edftors of HElW and EHP wrd HEI's
Board of {Srecton—to independenty retract their papers and publish your rescns for doing 0.7
Either way, the arthches and thelr refracton netices should be pecmanently Unked in all forms of
publicapion {abstracty, fult text, and FDIS) a5 ICMUE and COME relrac Bon guidetines racommend.

You are wilcome (o publish sy part of this (atter or the attached appendices that yoo brink
should be preservad in the record of your journal or might be of intereat to your restden, pertaps
ns part of an suchange of comespondence with HEI and the McCO suthors, Bul plesse nobe that |
&M not requesting this and 5o hiree made no effort Lo format this submission sccording 10 your
Instructions for authors.

H yini obtain woy independent peer-résview of my findiogs, please share the reviswers'
commants with me snd aliow me Hme © reply. As ORI and EPA guidelines recommend —and s
W Jivk s done e ey Civier— | abo . Hhavt yoo oknevwbedge vy contritestion i rhaiever
editorial stataments you publish about thess papers for your resders.”  Thank you For your
cormideration.

7 T Wctivnal Libwreery e ficined aip Lixiew; el pUblemtion) sy b mairacied of e mecunsd of sy ooe of e sufton, &e

sdikor, or B aponeeing inaliulion, mhich in s cese i RE), allvigh EPS aommissond .

”ﬂﬁmmmamhm-dpﬂmtw@gﬂﬂrmmm
.Be ghore 7 WESS 1884, 310{16] 10481040 CHfkh of
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Sincerely,

Attachananty (elactronic versiom only: click here o download via Oropbax )

Appendicas complind by Atbert Donray in support of request for relrection
A. Devintion from acoepead norms of schentMic research in Allred et al,

B. Deviabiors that mest defiritions of schemiffic mBcorduct in Allred ot af.
C. Misieading Hpures In allred et al.

D. stseading Lobles in Allred et af.

E. Secriom af NEW version capled from HEI version wilhaut attribution

f. Sectiom of EHP wersion copied from HE) version without attribution

G. Sectiom of HE! version deleted or changed In Lha EHP version

ce Surviving aithors of HE)'s Multicenter Carbon Monoxide Study Team {all except Dy, Walden)
Surviving membets of HE)'s CO Oversight Committes (Drs. Achuff, Brain and McClellan)
Surviving members of HEI's Yechricad Review Panel (Dry. Borer, Coburn, Cohen, DeMets,
Fienberg, Furberg and Pitt)
Burviving mambaers of HEI’s Health Review Committes (Drs. Upton, Goldstetn, Higghw and Grizzie)
Surviving members of EPA's most recent CASAC on CO {(n addition to Drs. Brain and Dahms above,
Drs. Anmistead, Blanc, Cowling, Crapo, Crawford-Brown, Dicketson, Feciker, Frey, Hancha,
Henderson, Kaufman, Kerski, Kleinman, Laden, Penn, Ritz, Roberts, Sweeney and Thom)
Academic integrity Officers and Institutional Review Boards at Harvard School of Public Health,
Johna Hopkdns School of Medicine, St. Louts Univ. Schocl of Medicine, and Ranche Los Amigos
EPA Administrator Gina McCarthy
EPA Inspector General Arthur Eliing, Jr.
EPA Scientific Intogrity Officer Dr, Franceacs Grifo
EPA HE} Advisory Commitiee, cfo Dan Costa

Cortificytions

To the Hyadth £ffec Institute:

fev HEl's ‘Policy on Use provision of access to data undertyimg HEi-funded saxiies,” | am
hereby knforming HEl and the sthors of tee McCO study of the findings of my re-analysfs, providing
o with o complotws copy of all Ul | e Rilwsiitacd W otber journals, and ghoing you. an
appartunity tn nespond prior to Uheir publication. As hequastad, | note explicity that te views
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sxprensed i this resnalysh are solely my own and ol those of the “bcC0 sbady suthors, HEl or
HEI's gaxpory, * namedy Lhe EPA angd il acturers of vehriches and vehicls enginey sald in LG,

To the Hew England Jourmal of sedicine:

Par HEJW'S ingtructions for authovs, | herely certify that | oo not have any financisl or other
conflicts of interest related to O MelO study, either currently or in the paot, although | have
previounly commmentad on this stiady-—-priov 1 fy discovery of e misconduct { v allege—in public
petitiors, writhen comments, knd public testimony that | subsvitted to EPA 10 2041 regarding the CO
MAALS then under reviewy, & vwll 28 In & statement asbmitted to the US Court of Appeals for the
Pristrict of Colupnbia Clrcuit in 2092 by the plaintffs in Comminities for & Batter Emdronment st al,
v, US EPA, Na. 11-143.

1 also Filed & provislonal patent {July 20135 for & non-Tnvasiee method of mesuring the
relathve concantrations of CO and other crculating gases n lungs, artaries, vaims, and the average
of all tepues, but this has no bearkg on the WD study or EPA's CO MkS,

To Erwirorursenisl Hestth Peraper Hees:

Per EHF's ImstrucCeorst, | ety ooty Let nothing in this manuscrpt i redondem; or
duplicathee of amvihing that | or, to the besl of my knowisdye, syt sbe hus previously published
on HEI"s MeCQ wudy. | ales cmrtiy Uhal =ail actual or potential competing Hnanclol Inierests have
beven doclamed ancd thal my freedomn to design, Conducr, interpret, and publish research s not;
campromised by ey controlling sposor s & condiUion of review and/or publication. "

Ak ferelyrc gt

1 thank Al thoss Wreolved in the MeCO shudy who bave talked with me and aswered
camespondance about this matier {lsted in ootnote 4 sbove), snd the Ubrarians at EPA, HEI, and
Harvard Lew School who privided access to archived documants, | Akt am wery gratefud Lo
collsagues gt varlous unbrecdtio: wha Cok the tme Lo Adviae me on Questions of ressarch sthics,
slatistics, and taxicology, sl of whom | choos ot to name out of respect for thelr privacy.

Faor her wthstance in neviewing and editing my research and For her unwivaring supibort of
this project, | am mast grabeful to my wifie, O, Palge Goasage. Any #mors she of my sdvisors may
have missed mre my sobe respomsibility. (f readers find any mistakes in the contant, please notfy me
5o that | may prompily Base B cormection, s necommentded by the *Yerizas Yos Liberabé Code of
Eihics 10 Sclentific Waork. ™ This code was first posted For students and faculty in te Johne Hopls
Pepartrient of Geokogy in 1965-66 and first published by the Canadiar Mineraiogiat {Doonay 1995)
Buk 1t applies mquatly b 8 sciencifie Felos,

Raterednon
Ut Gitles inclcate yrwrtinks. oo B abetract of Rili 2t onbine; ook doies a0e in bold,

allred M [1909a], Dlmertotr ER, Charitmyan MR, Dabwes TE, Gotthion 50, Heclowry I, Meyes D, Pagar M,
Sevastar RH, Wnhen Sie, Warren ). Acule eftucty of caman mongife exposin On indtviguls with cormnary

artary diveawe. K fup Pt EN e 1980 pow; (251179,

nu-dmnml,wmuuwm I:HIIH.TE Gnu:hh!ﬂ I-h.:h-.-nl::- Pagur M, Srrvebes BH,
wihchary Sil, Warmen |, pot 1L 3 e argeciie performgoce of
mﬂlm_:mﬂ_lmﬂm HHIH 1mmnnum1m3:

Mired EN [1791], Blaeachaer EN, Chactroiey B85, Dmlwrs T, ﬁu:ﬂhhm Hechowsy 10, Pagano M, Seivester IH,

Wakden S, Warren J. Ethec of carbon mooaice on mvacarcial chwemia. Enslron Health Perspwct. 1591
Fab 9t B9-113.
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Howlth Natiors Health. {97 IhrST{II} !01! II
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darpot 9, 15944, Draiont Mo, CadirS-M-7--L -2, Cortral Dochat Section, Wayhingmm, OC,
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Aral 199111211251,

Graham JO, Holgraee (R, Carpon Momcosde . In: Graham 10 ed., Hrnesping Sclence for Environmenis
Engybathmn. 1991, 197-181, Mew ‘York HY: Frowgey

Hpalth [ty (nstiute Hoa iy frveew Committes. Health Bevwey Comimittes's Repcr]. e Aep Health EH
L 1589 Moy {13):E1-99.

Hearva B, dyrees S0, Shaps DF, Wors 1. Letter of sy 25, 158 to Or. Lestiy Grand, cludimg pass neview
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. Cambridge MA: Harnud Uiy Fress.
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Mational Bywsarch Counci, Commibscon on Life Schencm, Brand on Enviraniente], Shalies and Tooocology,
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U.S. Environmental Protection Agency 2005-4-00054
Office of Inspector Gensral March 3, 2008

- At a Glance

agenet *

Reported Outlays Under EPA Grant R828112-01
Health Effects Institute

Wihat W Foundd

We questioned $2,009.47) of reported outlays becauss the Health Effects [nstitute
did not maintain the necessary documentation to fully suppart the reponted costs, as
requiresi by Federal regulations. Employee time sheets did mot specifically identify
the EPA grant as a chargeable activity and were not used as the bagis for charging
labor and related costs to the grant. The recipient chargad time for specific
employees even though the eamployees might bave worked on other non-grant
activities. In addition, the recipient charged travel and other costs to the grant
without determining the allocable benefit of such costs.

The Heealth EMects lnslitule did not agree with our conclusions. The instinae stazed
thar it had anly ons final cost objextive and all of its cost were allocable to the EPA
grent. This posiicn is inconsisem with the Institute’s accountmg records which
identified two cost ebyectives, one for the EPA grinit and one for industry, Bedwdes
the sutomotive indusiry, the [nstirute received funds from several other sources.

We recommend that EPA (1) obtain sufficient documentation to suppost the outlays
of $2,009,473 in accordance with EPA regulations or disallow the costs from
Federal grant participation, (2) place the recipient on B ¢o8t reimbursement payment
basis and review the supporting docuwnentation for all claims prior to payment urtit
such time as Lhe recipient can gemonstrate that it haa addressed its financial
management weaknesses; and {3) ensure the recipient’s incarect cost rate proposal
mncludes information for identifying direct and indirect costs, and an explanation of
how these costs are accounted for in the accounting system.




From: I
Sent: ' ;
Subject: ofline -

This is acknawtedgement that your request for retraclion has been farwarded to the EPA Science Integrity Official as
Hotline 2014-152,

Speciat Agan

Desk Officer kar the OIG Hotling

US EPA, OIG, OMice of Invesiigations HC
1200 Pennsylvania Ave NW Maiicode 24317
Washington, DC 20460

Hatline - 202-566-2476 or 883-546-8740
Holline Fax 202-566-0814  Web Address pjg hotline@epa gov

Hotiing recards are profecled undes ha Pivacy Act 510.5.C. § 552a. Ai EPA emglayees handling protected infarmaben hava 2 lagal and athical obligation ta hole thatinfermatian in
cerfidence and to aclively protact it fom impreper usas. Excep: as specifically aushorized, EPA emplayees shal nod disclese, diractly ar indiractly the contents of any record about
ancther indwitaal to any persen ¢r orpauzaton. EPA amployees who wllilly release prowected informaticn, without autharity, may ba quiky of a mnisdemeanar ano fined ug to $5,008 In
addivon. any employee wolating the Privacy Act or EPA fequlations is subjest 10 discalinary action. which may result in disrussal.



HOTLINE 2015-086
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

¥ 3
3 M 8 WASHINGTON, D.C 20460
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CFFICE OF
INSPECTCR GENERAL

Junuary 7, 2015

MEMORANDLUM
SUBJECT: Qffice of Inspector Generat Hotline Complaint 2015-086

FROM:

Headquarters, Office of Inspector General

TO: Francesca T. Grrfo, Ph.D.
Scientific Integrity Official

oniacted the Hotline to
request a review of aliggations of sgience misconduct in a Carbon Monoxide Exposure Study.

Qur review is completed end we have determined that the allegations raised do not rise o the
Jevel of eritninal charges, Moreover, the allegations seem 1o fall under administrative
procedures. The OLG does not plan on any further investigation, audit, or evaluation for his
allegations. The O1G review package and results are artached for your information.

We established EPA OIG Hotline Number 20(5-086, to document the complaint; however, the
informarion provided does not fal) within the scope of complaints the OIG investigates.
However, we are referming this matter ; er action you determine
necessary. Please inform the Hotline a ithin the

D
that this referral was received. Please do not hesitate cailing Speciel Agcht

there are any questions.

Atlachment:

cc: Carolyn Copper. AIG OPE QIG



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

OFFICE OF INSPECTOR GENERAL
1200 SIXTH AVENUE, SUITE 1920
SEATTLE, WA 98101

CASE ¥: n/a CROSS REFERENCE #:
'I'lTLE.‘omplaint — Scientific Misconduct in Carbon Monoxide Expesure Study

e

MEMORANDUM OF ACTIVITY

NARRATIVE:

Electronic Coimes Division, Oflice of Investigations, Qlfice of
[mspector Ueneral reviewed severial documents submitted as an Q1G Hotline complaint from
egarding allegations of scientific
misconduct {conflict of interest, plagiarism, modifying data in publications related to Lhe same

stud in studies on the exposure of people to carbon monoxide (scientific shorthand - CO)
in i llegations were previously referred to [N - A

Science Advisory Board alleging a conflict of interest of three Science Advisory Board
members, a5 O1G Hotline Complaint #2013-159 on May 16, 2013, (Attachment 1) end to Dr.
Francesca T, Grifo. Science Integrity Officer, EPA, requesting retraction of an EP A-tunded
study whic lieves contains errors, as O1G Hotline Complaint #2014-152 on June 6,
2014, {Artachment 2)

The following documents fm_are atwached to the O1G Hotline Complaint referrals
#2013-159 and #2014-152:

+ Attachments to Complaint #2013-}59
- email from Q EPA, dated May 15, 2013
- email from EPA. dated May 12, 2013

+Attachments to Complaint #2014-152

to I EPA. dated May 29, 2014

to Gina McCenthy, Arthur Elkins, el al., EPA,

- email from

- email from
dated May 19, 2014

- An open leiter requesting retraction of all three published versions of the
“Multicenter Carbon Monoxide Stydy™ Health Effects Institule’s
Multicenter CO Study Team, from o Editor in Chief, New
England Joumal of Medicine; Editot in Chief, Environmentel Health
Perspectives; and ihe Health Effccts Institute Board of Directors, dated May
19. 2014,

AESTRICTED INFORVIATION | Thes repurt is fhw propery of the Ofice of Inyestigations and i9 lommed to your agency’ it md its contemts tmay ool be
reproduced without wiiticn permission  1he report 13 FOR OFFICLAL USE ONLY anad its dischoure 1o uneahorised
Prye | persony is mohiteied. Pubhic availsbiliny o be detormined under S LU 8.C. 342




Attachmems to O1G Hotline Complaint # 2013-159

Emai] from 0 EPA, dated May 15, 2013

] il reiterates some of the issues raised b-in his email a year earlier o .
MEPA. alleging conflicts of interest for individuals appointed 1o the EPA's Clean Air
cience Advisory Board {a Federal Advisory Committee Act group). The following are
highlights of some of the issues raised in lhhmnil:

- Alleges undisclosed conflicts of interest of 3 EPA appointees to the C
Science Advisory Committec (C ASAC) working on the

- Provides an updale that

Requests tha |GG < orcd from serving

again on advisory comminees. if il al'cgation of undisclosed conflicts

*st are substantiated.
. . .
mvestigate
these allegations.
- It < in his email, that
officer told him. she would investigat allegations when she was

instrucied to investigate.
tates in his email that the relevant information for his allegatony is
contained in Section 6 on page 10 of the disclosure statements, EPA Form
3110-48(B-11}, and in the CASAC committesc meeung transcripts when
studics eonducred by these appoinices were discussed.

Email PA, dated May 12, 2013
ing to this email, the emaif was a follow- ne conversation betweer.
A on February 16, 2012, whe e allegations of conflicts of

interes ageinst cemain members of the CASAC. The following are highlights from this email:

< Alleges that CASAC members failed to disclose their roles in key srudies to
other members of the panel it and when their studies were discussed.

- Alleges that CASAC members failed to recuse themselves from discussing or
vating on their own studies (or charge questions related 1o their studies),

- Questions whether the CASAC members failed to disclose their roles in key
studies on Lheir 310048 disclosure forms that EPA considered before
nominating Lhe appointees 10 the CASAC.

- Allegalions are made against three individuals

RISTRICTED INFORMATICR | Thes mrport 13 the property of e Office ol lestigsiions and o ened o your Agerey: 11 and s conbtAks mmy ot
teprucied witwat wiitten peemissson.  Che report s FOR OFFICTAL USE ONLY uod its dushosaart & wromlboned

Pagn 2 perwins » prababited  Pubhe avariebaliny 10 be determned ondee § U 8.0 552



- Alleges thet the Allred study was co-funded through HEI, by EPA.

Atlachments to OIG Hotling Complaint #2014-152

il from 10 -PA, dat ay 29

2014
This is a follow-up to a telephone call berweerFand_Hotlinc

Coordinator, EPA QIG, on May 29, 2014, The following are highlights from this emai):

- His requesting recraction of a $2.5 million study commissioned by
A wilh the Health Eflects Institute (HEIL).

is concerned about a study on ¢arbon monoxide (CO) which was
published twice in 1989, by the New Cngland Journa! of Medicine and the
Health Elfects (nstitute. This study is still cited es the “primary basis™ for the
carbon monoxide National Ambient Air Quality Standard, on the assurtiption
that the methods and results arc valid.

- The carbon monoxide study has been endorsed by the past three review panels

appointed by EPA, even though all three review ¢
HEI[-alfil} ients ‘ lest revi '

makes an allegation that|lnd the Science Advisory

Board {SAB) did not disclose this source of potential bias to the other review

committee members or the public.

ould like the OIG to consider whether HEI should be
sanctioned in some manner, | legations of scientific
misconduct are correct.

- Huould like the OIG w instruct the HEIL 10 stop throwing away Lhe
archives of the FPA-funded research without first ofiering the documents 1o

EPA to archive.

as made his allegations of scientific misconduct known to the

HE! Board of Directors and the journals who published the study results. To
date, they have not responded m_

Email from Giua M¢C . Arthur Elkins, et al,, EPA, dated 19, 2014

reproduied wilkouwt wstten permission. The report is FOR OFF ICLAL USE ONLY amil i disclosure to unmthoriaed

RESTRICTED INFORMATION | This repor 15 the praperiy of the Office of mvestigations snd 18 kanes to your agency: it and ils conknts may nol be
persons is prafibiued. Public aveilabiliny to be determined wndexr 517 5.C. 552
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This email refen:nces-‘open jerter” requesting retraction of the three published
studies (see below), and was addressed (10 Gina McCarthy, Adminisirator, EPA: Arthur Elkins,
Inspector General, EPA. Dr. Francesca Grifo, Science Integrity Officer, EPA; and Dr. Dan
Cosla, National Program Direclor for Air. Climate, Energy Research Program, EPA.

An open lefter requesting retraction of all three published versions of the “Multicenter Carbon
ide Study™ by the Health Effects Institute’s Multicenter CO Study Team, fmnﬁ
0 Editor in Chief, New England Joumnal of Medicine; Editor in Chief, Environment

edlth Perspectives; and the Health Effects Institute Board of Directors, dated May 19, 2014,

n open letler requesting retraction of all three published versions of the “Multicenter
Monoxide Studv” by the Health Elfegis Instituie’s Multicenter CO S Te Allred et al.

ared May 19, 2014

This leder b us addressed to the editors of the New England Journal of Medicine,
Environmental Heallh Perspectives, and to the Board of Directors of (he Health Elfects Institute
requesting retraction of published articles related to the Multicenter Carbon Monoxide Study.
The article has requested retractions for were published in 1989 (2 papers) and
1991 (one paper). In this letter he alleges several reasons tor retracting the published papers.
Among these are:

by

- For background, these papers were used to establish the National Ambient Air
Quality Standards for carbon monoxide in the U.S.A.; National Ambient Air
Quality Objectives for carbon monoxide in Canada; Air Quality Guidelines

for Europe by the World Health Organization Regional Oftice for Europe: and

: S,

licges that the Multicenter Carbon Monoxide Study, aka., the

Allred, et al.. study, is fundamentally flawed and the study’s conclusions are
not supported by its resulls, .. yome of which uppear fo be 1oo good to by
true.”

- EPA vommissioned the Allred. et al., study, in 1983, after a similar flawed
study conducted by a Dr. Aronow at the Veterans Administration,

- According 1 Dr. Aronow never received approval from the
Veterans Administration for conducting his research for the EPA,

- Dr. Aronow admitied 1o the U.S. Food and Drug Administration Lhat he
fabricated test data for cardiac druys.

EPA continued 10 promote Dr. Aronow’s carbon monoxide study as the best
available evidence (o support the National Ambient Air Quality Standard for
carbon momoxide.

- In March 1983, the Washingwn Post published an article regarding Dr.
Aronow’s misconduct,

- EPA then appoinled a “special peer review commirtee™ to review Dr.
Aronow’s work. The peer review committec could not review the original
documentativn because jt had been discarded by Dr. Aronow, According to

without the original documentation, the committee decided they
could not rely on Dr. Aronow's work and recommended EPA conduct
additional research to resolve this immasse.

RESTRICTED INFORMATION | This repon i3 the property of thwe (e of Investigmimons xnd 15 boancd 1o your sgency’ W and it conkema may not b
reproced withowtl written permiseion. The repan is FOR OFFKCIAL USE ONLY md its disclosute 0 immuthorieed
Page 4 | persons 13 prohibited.  Public ayailabiley to be determinad waber §11.3 0 582,



Because of this impasse and recommendations from Lhe peer review
committee, EPA commissioned the Health Effects Institute to replicate Dr,

1 study on carbon monoxide,

allegations are difficult to follow regarding a workshop, in July
1983, which was convened by the Health Effects Inslitine and attended by
EPA, the Arunow review commiriee and other researchers to discuss possible

carbon monoy - gdesigns.
According W his workshop came one month after the Health
Effects Institute’s Health Research Committee had issued a request for

investipator-initiated studies on cardiac effects of carbon monoxide exposure,
The Health Effects Institute appointed three of its Health Research Committee
members and three outside experis (two of these experts were part of the peer
review of Dr. Aronow's study), to a Carbon Monaxide Oversight Commitee
{COOC) tasked with organizing the study. The COOC"s name was then
changed to the HE! Advisory Commirtce in August 1983, and tasked 1o select
investigators, plan the study. end to provide guidance throughout the study.
According 0 h the COOC planned the study first and then hired
cardiologists to conduct the study.

The study assessed the effcct of carbon monoxide exposures in men with
coronary discase, and used an endpoint of bow long an exposure 1o carhon
monoxide was needed for the study participant to develop angina or a chenge
in their electrocardiograms. This was similar 1o the study conducied by Dr,
Aronow.

Acconding t- the Allred, et al., study added a founth day (o their
study which was not part of the Aronow study, and also included different
exposure times Lo carbon monoxide which was not part of the Aronow study.
The carbon monoxide concentrations which subjects of the Allred, et al., sty
were exposed to exceeded the EPA’s air quality standard of 3§ ppm for a onc-
haur exposure and on the high carbon monoxide exposure day excerded the
EPA’s one-hour “significant harm™ exposure limit of 125 ppm,

qllcgn that the Allred. et al., study’s objective was not to
measure the effects of exposure o carbon monoxide but to messure the effecis

of venous carbon monoxide-hemoglobin. {Chemist's Note - It is well
established that carbon-monoxide will associate with hemoglobin in blood
mone readily than oxygen. Hemoglobin associales wilh oxygen 1o cary
oxygen around Lhe circulatory system where it is needed by cells of the bady.)
Again companng the Aranow study 1o the Alired, et al., study,

alleges that Aronow only exposed subjects to 50 ppm carbon monoxide and
instructed them to stop excrcising when they experienced the onset of angina
versus the Allred study, where subjects were direcied 10 continue exercising
afer the onset of angina until the subjects were exhausted or were in too much

in to continue.
hromends that the Allred, et al., study av its post-cx posure
venous carhon manoxide-hemoglobin target by 20%0 sites in a

previous paragraph with reported values of 2.2% and 4.4%. But then alleges
the Allred, et al.. study aimost perfectly met their post-exercise larget
exposures were 2% and 4% for venous carbon monoxide-hemoglobin,

RESTRICTED INMSMTIO‘NT“ib report s the properey of the (1fTec of Investigations @nd 1s loaned to your agorcy: H and A conlams may ot be

Page §

reproduced withou written permsson. The report is FOR OFFICIAL USE ONLY and U3 disclogure to unmafhonined
| persans is probutexd. Public avarlability to be determined under 5 U.S.C. $52



-Lnn:s that the Allred, et al., study had a goal of sdying 150

subjects but only published work on 63 cases. after they disqualified results on
6 subjects (lotal of 63 subjects), ar asﬂtawd in his letter they only
tested 42% of their goal. {Chemist’s Note — Not enough information is
provided to determine if the reduced number of study cases was due (o budget

RITTS.)

in his lener, tries to make & point thet the 63 cases in the Allred,
et al., study is less than the number of contributors listed in the HE!'s
Multicenter Carbon Monoxide Study Team. (Chemist’s Note- Not sure why
this point is being made? More rescarchers (tote) of 80} than study

participants (63 cases).)
- *in his letter. criticizes the Allrcd, et al., study because it did not
have 2 single principal investigator who had overall authority for the study.

Reporting Chemist is not aware of this being a requirement for all studies. He

1s also critical that the Multicenler Carbon Monoxide Study 100k five years to

complete {in 198%) and cost over $2.5 million instead an TPA request

J study in one year at a cost of under $300,000.

ﬂ alleges that the HEI embargocd their copies of the Allred, et al.,
study until alicr a shorter 7-puge version of the study results was published in

The New England Journal of Medicing, which took a year to get through the

peer-review process, and then a later 14-
Hea{th P ives {Chemist’s Note -
six months o a year far peer-reviewed publications is nod

unusual.)

in his letter, then gels into a comparison of Lthe three publications

for the Alired, et al., study, i.e.. the New England Journal of Medicine
puhlication (7 pages), the Environmental Health Perspectives publication {44
pages). arxl the HEI report (98 pages), and alleges inconsistently reported
methods and results.

- According Lo tried to contact the HEI's corresponding author,
Dr. Jane Warren, who refused to return his calls, and other study co-authars

reviewers defended the study and were not aware of any misconduct.
- quested access 1o s archive to reanalyze Lheir
ata

s director responded to four months later saying that
the archive had been disposed of four years earlier, at the request of Dr. Jane
Warren, which was also about the time she retired. Reporting Chemist is not
records retention schedule that applies to private entities,

125 in his leuter that because of the dispasal of the study
archive his, arxl therefore the Agency’s ability, to review Lhe data is limited ta

? lished by the authors.

- mmus thal he has compiled evidence of many devialions covering
many dillcrent areas. These deviations are atiached as appendices to his
complaint;

o Appendix A — Deviations from the norm of biomedical research
o Appendix B - A variety of scientific and ethical misconduct
o Appendix C — Misleading, and some clearly manipulated, figures

which obscure the actual methods and resulis
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o Appendix D - Misleading tables, many with arithmetic estors, and
suvme with fabricated results.
Reporting Chemist has not reviewed these appendices, and there are
also appendices E thru G, atiached to this complaint.

en reiterates his allegation of scientific misconduct and alleges
authors fahricated or falsified much of what they reponted in their
methods, data, and results. He again raises the ethical concem of
overexposing the human subjects of the study, redundant publicatien, guest

ibution of authorship, etc.
. en reiterates that the scientific community can no longer have
cc 11 this study's results and regulatory agencies can no fonger have

i Lhe carbon monoxide standards based vpon Lhe study.

fers to the Commitiee on Puhlication Ethics recommendation to
retract any published paper whose “findings and conclusions cannat be relied
upon.” conclusion is that besed upon his evidence in the

appendices alached o this complaint, the study conclusions cannot be relied
upon because thei are not supporied by accurately reporied methods and

hen lists 10 “compelling examples™ in his complaint.

results.

Summary

In an atlempt to categorize the numerous allegations raised by -n his two
complaints, Lhe allegations seem to fal! into the following areas:

study which was published in approximalely 1981, by Dr. Aronow, was for
varioys reasons discarded, and replaced with dals from Lhe Allred, et al., study
which was published in approximately wsqﬁ—ams similar
allegations for discarding the Allred study which were raised about the

Aronow study,
- akes geveral allegations of scientilic misconduct regarding Lhe

Allred study,

Allegation of Conflict of Interest

plaint #2013-159 alleges a conllict of intercst for three appoiniees to
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Reporting Chemist has not reviewed any applicable conflict of interest policies which may be
applicable to EPA appointees to scienlific work groups/Federal Advizsory Committees, bnt when
the agency wants national experts 10 work on a scientilic work group. the potential applicant poal
may be rather limited because of the experiise desired.

Does a conflict of interest determination need to be made tor these allegations?

Similarities in the [nitial Aronow Study and the Allred Study

According to allegations in-omplaim, the initial study on carbon monoxide
published by Dr. Aronow in approximately 1981, was se1 aside or discarded when allegations
were raised that Dr. Aronow conducted the study without the approval of the Depariment of
Veterans Administration, elludes (0 not having approval to conduct research with human subjects
of cardiec drugs for pharmaceutical companies, and fabrication of drug data to the Food and
Drug Administration. When EPA appointed a special peer review committee to review the
Aronow carbon monoxide study, most of the data (documenation) had been discarded, and
therefore EPA commissioned additional rescarch on ¢arbon monoxide exposure.

ln-omplu.inl regarding the Atlred study, he raises allegations that the human
subjects were exposed to high concentrations of carbon monoxide which exceeded EPA
significant harm level of 125 ppm, setin 1971. The Allred study did not exactly maich the
Aronow study, the Allred study added an extra day of carbon monoxide exposure. Now,
approximately thirty years afier the Allred study was published. the onginal documentation has
bren discanded, afier the retirerment of one of the study authors. Reporting Chemist is not aware
of a records retention scheduic which would apply to research conducted hy a private entity with
government funds.

legations regarding the Alired study, seem Lo be similar (o the allegations
leading to the discarding of the Aronow study on carbon monoxide: questions the ethics of the
study on human subjects based upan carhon monoxide exposure concentrations; alleges
fabrication of data in the published study results; and now questions the study thirty years after it
was completed and Lhe original documentation has heen discarded and is no longer available for
reyiew,

Allegations of Scientific Miscondugt

ent his “open letter” with his allegations of scientific misconduct to the New
England Joumnal of Medicine, the joumal Environmental Health Perspectives. and to the Heaith
Effects Institute. Reporting Chemist would recommend reviewing how the New England
Journal of Medicine and Environmental Heelth Perspectives editors respond to
aliegations of scientitic misconduct. These journals have a process on how to handle such
allegations. If the journal editors decide that the anticles published as part of the Allred study
RESTRINTED NFORMATION | Thi repon i the pragermy of e Offioc of Mvestigitions and @ kaened 6 your ageracy: 1l and il <ot mary ol be
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need to be retracted. then the agency should review any reasons for such a retrection and
determine if the Alired study needs 0 be retracted.

En his complaint, has stated that the backup documemniation for the Allred study has

n discarded, afler onc of the authors retired, and it has been almost 30 years since the study
was published. So it would be difficult to perform an in-deoth technical review ar assessment of
the original dala, in light of the allegations raised bymn

At this time, Reporting Chemist does not belieye Lhat Lhe allegations raised b
would rise to the level for criminal charges, these allegations secm to fall under administrative
procedures regarding scientific msconduct allegations.

Allachmenty
1. OIG Hotline Complaint #2013-159 referral to-PA Science Advisory
Boerd, dated May 16, 2013,

X

2013-159
referral pdf

2. OIG Hotline Complaint #2014-152 referral to Dr. Francesca T. Grifo, EPA Science
Integrity Officer. dated Jupe 6, 2014.

iy &

-

2014-152
refferal. pdf
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

h'naeuﬁ‘

t mm‘-é

OFFICE OF
THE INSPECTOR GENERAL

January 15, 2015

Der

Thank you for your recent inquiry. The U.S. Environmental Protection Agency {EPA), Office of
Inspector General (O1G), Fraud, Waste, end Abuse Hotline receives complaints of frand, waste,
and abuse within EPA programs and operations, including mismanagement or violauons of law,
rules, or regulations by EPA employees or program participants.

We eslablished EPA OIG Hotline Number 2015-086, w document a final review of your
allegations regarding the Science Misconduct in Carbon Monoxide Exposure Studies. The
review of your complaint included twa previous Hotline Numbers 2013-15% and 2014-152,

Our review is completed and we have determined that the allegations you raised do pot rise to
the level of criminal charges. Moreover, the allegations seem 1o fall under edministrative
proceduses. We are forwarding the result of our review to the EPA Science Integrity Officer.
This Hotline is ¢losed with np further OIG investigation, audit, or evaluation.

Should you uncover instences of fraud, wasle, and abuse within EPA programs or operations,
please comtacts the QOIG Hailine. We appreciate your support in prolecting humen health and the
environment. Address for Hotline is 1200 Pennsylvania Ave, 2431T, Washington, DC, 20460,
Piease comact at this address or call me at hif there are any questions.

Special Agent, Hotline Manager
OIG, Office of Investgations



- E—

From: .

Sent: 409 PM
To:

Subject: EPA OIG Hotline 2015-086
Attachments: 2015-086 cluseout letter.pdf

Please find attached a lenter for this Hotline Closing. As the letler states it has been sent back to Ms. Grifo. .

Desk Officer lor the olling

US EPA, QIG. (Hfice of Invesbgations HQ
1200 Panneylvania Ave NW Mailcode 24317

Hotline - 202-566-2476 or 368-546-874Q
Holine Fax 202-566-2599  Wab Address gig_hollingRapa gov

Hofline records arg protecled under the Prvacy Ac 5 U S.C. § 552a. All EPA erpioyees hardling protected informaban bave a legal and sthical abliganon 1o hod thatinfarmation i
conbaance ard to actively probect 't fram improper uzes. Except as specilically authonized. EPA errployaas shall not disclose, direclly or irdirectly the cortents of emy record aboul
anather individual bo any persan or arganization. EPA empleyees who willully release protected in‘amraton, withaut autnarty, may ba quilty of 3 mademeanor and fined up to 55,000, In
adaition. any employes viclating the Privacy Act or EPA regulations is subgct to destiplinery acton which may resuftin d.smisssl.



From: L

Sent; uary 15, 2015 2:26 FM
To: Grifo, Fr.

Sublect: RE: Hatline 2015-086

Attachments: 2015-086 Closeout Letter fig mjo.doc

g

francesca and | have reviewed the draft response to-mease see the attached file with our
comments. We would prefer that you delete the senience regarding forwarding the resuit of your review,

Piease let me know if you have any questions.

Thank you for the opportunity to review the draft.

Regards,

reom

Sent: Tuesday, January 13, 2015 2:37 PM

To:
Subject; RE: Hatline 2015-086

Let me knaw if the OIG Letter is ok. 1 would like to send it out this week

specat rgen SRR

Desk Officer for the 0IG Haline
US EPA, OIG, OMfice of Investgations HQ
1200 Pennsylvania Ave NW Mailcode 24317

rouine - 202-586-2476 or B&8-546-8740
Haotling Fax 202-566-2599 Web Address aig notline@epa.qov

Hatfing records a8 prodecked under the Prvacy Act § U 5.5, § 5523, All EPA enployees handing pratecied mibrmanoa rave a [egal and ethical cbligabion 10 hald mat informabea i
condlence amd to actively pretect i from immroper uses. Except as specifcaty authorzed, EPA employees shaf not disciose, diractly or inérecly e conants af eny recard about
anchrer indidual 0 ary PETsON of Drganzation. EPA amployess wha willcly rease proectan irfarmaban, wihow auhority, may be quilty of & misdemeanar and fined wp o 33 C00. In
atdition, any amplayee violanng the Prvacy Act o EPA regelabens 1§ sudjact te discipimary aclion, which may resaltin dismissal.

Sent: Wednes ail January 07, 2015 4:36 PM

Ta:



Cc: Grifo, Francesca

subject: FW: Hotline 2015-086-

Forgot to include you on the email, Sarry

Special Agent

Desx Officer fas the QIG Heotline

LIS EPA, OIG, Office of Investigatans HQ
1200 Pgnnsylvania Ave NW Mailcede 24317

ﬁshiﬁlin ii 2D-tiﬂ

Motling - 202-566-2478 or 830-546.8740
Hotline Fax 202-566-2549  ‘web Address pig hotling@epa. qov

Hotiine recards are pretexctes urder the Privacy AG S US.C § 552a. All SPA empiayees handling protected -nformaton Yave a legal and athical gbligatior, o hola that inkarrahen in
comigence ano te actvely protect it Fom immarmper uses. Except as spedfically authonzen, cPA employess shall not astlose. direstly or irdirecly the corkents of any record acaut
ancahér indivigual ' any person o arparigator. EPA amployees who wil'wly rease pretected infarmation, without autharity, may be piuty of a misaameanor aad fined up to $5.000. In
eddrion, ary smpiopes wlatag ire Privacy Ac or EPA requlalions s subject 1o disciplinary action, which may sesult in dismissal.

From:
Sent: Wednesday, lanuary 07, 2015 4:26 PM
Ta: Grife, Francesca

Subject: Hotline 2015-086_

Please find attached the referral memo to you far th-llegations. | have also attached the proposed letter to
rom the O1G. Please review the letter and let me know if there are any changes and if | can send it out. | will
be doing the same fo-Happy New Year [}

Special Agan

Desk Officar for ha CIG Halline

US EPA. OIG, OMce of Investigalions HQ
1209 Pennsylvania Ava NW Mallcode 24317

Hotling - 202-566-2476 or BBE-546-3740
Hatline Fax 202-§86-2599%  Web Address oig hollineRPepa qgy

roting records are probecied under e Privacy Act 5 U.S.C. § 552a. All EPA employess handling pretected informahon hawe a legal and ethical cbligaikn 1o howd that infarmation in
corfdenca and to actvely protect it fram improper uses. Except as speci®ically authorzad, EPA smployees shall not dsclose, girectly or mdirecty the contents of any recond about
arother intyrlual b any persen or organizanon. EPA emproyees wha willfully re'gase protected irfarmation, wthoul autharmy, may be guilty of & misdameanae and ned up ta $5,000. In
adiuon. any employes vilating ¥1e Privacy Ac: or EPA regulations is subject 1o disciglinary action, which may result in drsmissal.
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Sent; nday, December 12, 2014 1:

To:
Cc: Grifo, Francesca
Subject: Re: OIG meeling re, CO study

Thanks for letting me know about the OIG meeting on Dec §9th with Dr. Grifo to review my concerns about the
Allred CO study.

[ am grateful that a chemist on QIG's staff has done an independent review and hope his findings can be
publicly released at some point, regardless of whether any action is taken on them.




From:

Sent: VWadnesday, December 10, 2014 1:33 PM
To:

Subject: RE: OIG meeting re. CO study

| thought we were meeting about your comgplaint and three others that | have. However, | was wrong and the meeting
was for something else.

Desk Ofhcar for the ethne

US EPA, QIG, Dffice of Investigations HQ
1200 Eannsylvanla Ave NW Mallcode 24317

Hotline - 202-566-2476 or 888-546-8740
Holline Fax 202-566-2599 Web Address cig_hothnei@epa.qov

Hotire racords are protected under the Privecy Act 5 U.S.C. § 552a. All EPA employees handling protected maomation have a legal and elhwcal oblizatkon 0 hold that Information in
conficdence and be acively protect it rom improper uses. Except as specifically suthorized, EPA employees shall nol disclose, direcfly or indlrectly the contents of any record sbout
another individual ¥o 2y parson or organzation. EPA employees who willtully reléass protected information, without authority, may be guilty of a mesdameanor and fined wp to 35,000 In
addition, any employes vickating the Privecy Act or EPA regulabons is subject to disciplinary actlon. which may resuftin desmissal,

Sent: Wednesday, December 10, 2014 1:29 PM
To

Cc: Grifo, Francesca

Subject: Re: OIG meeting re. CO study

Thanks for correcting me-- I must have misunderstood what you told me.

So what did you call to tell me about if not a meeting on Dec 117

on wed, Dee 10, 2014 at 1:02 PM, ||| - <

The meeting on Thursday is not about your complaint. | will get back to you on the OIG response. -

Special Agent_

Desk Officer for the OIG Hetline

US EPA, OIG, Office of Invastigations HQ
1200 Paennsylvania Ave NYY¥ Mailcode 2421T

Hollina - 202.568-2476 or 888-549-8740

Hotline Fax 202-588-258% Web Address ¢iq_hotlinef@epa.qov




Hetline records are prolected under the Privacy Act 5 U.S.C. § 5523, All EPA employees handling prateeted information have 2 kegal and ethicel obligaticn to hoid that informeticn in
comfidenca and 10 actively protect [t from Improper uses, Except as specdlcally authorized, EPA employees shall nof disclose, directly or indirectly the pontents o any recard about
ancther wwdlvidual to any persca or organization. EPA employess who willfully relgase profecied information, withoul authority, may be guilty of & misderneanor and fred up 1o 55,000,
In addition, any empiciree vickling me Pewacy Act or EPA regulations is subject to disciplinary action, which may resulf in dismissal.

Sent: Tuesday, December 09, 2014 2:57 PM
To*

Cc: Grifo, Francesca
Subject: OIG meeting re. CO study

Thanks for letting me know that EPA's OIG and Dr. Grifo will be mecting on Dec 11 (o discuss my lelier of

May 19, 2014, regarding the carbon monoxide study that EPA commissioned from the Health Effects Institute
in 1983,

Can you please tell me if you were able to send the OIG investigators either of the subscquent emails about this
malter that [ copicd to you on July 29 {"EPA requirements for project managers to report rmsconduct
allegations to OIG"] and Nov 28 ["Addendum to concerns about Allred et al CO study*} ?

| believe these are pertinent not only to the question of whether the Allred study is sufficiently
"sound" for EPA to keep citing it as the primary basis for the CO NAAQS, but also to the question of
whether the OIG should fine or disbar HE! for its role in this fraudulent study--or perhaps just require
it to repay EPA for some or all of the $2.5 million cost?

What concerns me most as both a scientist and a taxpayer are that HEI continues to get about $17
million per year in EPA funding even though its senior staff:

a} submitted final results from the CO study to EPA in 1989 that they knew but did not disciose had
been obtained without all the required IRB approvals [missing Harvard's] and which also were in
many ways fabricated, falsified, and plagiarized [with resuits copied without credit from the Harvard
doctoral dissertation of Cathie Spino];



b) discarded the CO study’s archive in 2008 without informing EPA; and

c) misrepresented the CQO study as sound in letters writlen in 2014 to EPA's Mel Peffers and the
editor-in-chief of Environmental Health Perspectives in response to my letler of May 19, but without
rebutting any of the over 150 examples of error, misrepresentation, and research misconduct that |
documented.

B | rcalize that EPA’s OIG has already rejected my concerns about their undisclosed conflicts
of interests but | hope you will reconsider this matler in light of the additional evidence of fraud that

I've since submitted.

1 look forward to learning whether the OIG shares any of my ¢oncemns.

‘Thanks again for keeping me informed.




From; Copper, Carolyn

Sent: ember 09, 2014 7:.34 PM
To:

Subject: RE: Scientific Misconduct complaints

Thanks- Francesca asked to meet with me on a report recoammendation matter = which is totally separate from
these misconduct issues Gl is working on. | don’t plan to get into the scientific misconduct issues in my meeting
tomorrow since QPE is not involved and we shouldn’t represent those issues for Ol. Please follow-up with Francesca
directly, or via i if that's the process Patrick wants you to use.

~Carolyn

rrom:

Sent: Tuesday, December 08, 2014 12:15 PM
To: Copper, Carolyn
Subject: FW: Scientific Misconduct complaints

1 talked to Ms. Grifo this morning rega rding_called me yesterday and left a

voicemail. -comments onthem is below. She informed me of a planned meeting this Thursday. Do you want me
to attend to discuss these two?

Spacial Agent m

Desk Officer for the otline

US EPA, OIG, Office of Invesligations HQ
1200 Pennsytvania Ave NW Mailcode 24217

Washinitonl OC 20460

Holling - 202-566-2476 or BB8-546-8740
Hotline Fax 202-566-2583 Web Address oig hgliine[@apa.gov

Hatling recoms ame protected under the Privacy Act 5 U.S.C. § 552a. AllEPA employees hendling protecied Informaticn have a legal and ethical obigation to hold that nformation in
comfidsnce and (o advaly protect it Mom Improper uses. Excapl as spedficaly authorized, EPA smgoyees shall not disclose, directly ov indirectly the contents of any recard about

another ndividua! ko eny psrach or omanization. EPA smployees who wilully rélease protected Information, withou! authorty, mary be qullty of a miedemeanor and fined up [ $5,000. In
addition, any employes vlolaling the Privacy Act or EPA reguiations & subjed 10 disciplinary action, which may result in dismissal.

From: [

Seanber 09,2014 11:11 AM
Ta:

Subject: FW: Scientific Misconduct complaints

I tried to synopsize things for the G- 2ints yesterday, because | did not know when the meeting
with Grifo was. Below is what ) sent || llvesterday. sorry 1 did not cc you on this. Please look over the
information below, and give me a call if we need to discuss these further or if we need to bounce it around a bit for a

better understanding.

FY1, } put together an MOA trying to summarize all of [ fometaints rouped them into three
categories. | put this in the system several weeks ago for approval, and sen n email that this was in the
systern, but he still has not looked at it. | don't want to release dralt/unapproved documents to others.



Iam working on an MOA to try te discuss some of the issues in th omplaint, but with 160 pages of stuff to

wade through, it will take a while to summarize it.

See below. (can
understand where s coming from because these papers and the results presented have significant policy
issue/regulatory implications, and of course they come to different conclusions —impact from lead drinking water lines
versus no impact from lead drinking water lines,

ctroni¢ Crimes Division
Office of Inspectar General

U.S. Environmental Protection Aienci

From

Sent: Monday, Decemnber 08, 2014 8:18 AM
To
Subject: Scientific Misconduct complaints

| don’t know when you plan on holding your monthly/quarterly {?} meeting with Francesca Grifo to discuss the various
scientific misconduct complaints which we are working on. The following is provided as input for your meeting:

1. | have noticed that some of these complaints are crossing my desk and Francesca’s desk also. What is the
appropriate protoco! for communication between our offices — management level gris it OK if | talk with

is is just to avoid any duplication of efforts,
2. omplaint.
a. Thisin the complaint about the carbon monoxide air standard and studies that led to setting the carbon

maonoxide in alr standard.
b. 1have not changed my previous opinion that | do not think this rises to a criminal matter,
¢. When | briefly talked with Francesca for about 5 minutes, when she was out her last month, she said she
has had a couple of experls prepare a point by peint technical rebuttal t-llegations.
o I o filed 2 request for retraction of the research articles from the carbon monoxide study which
were published in two peer reviewed scientific journals. | don’t think either journal issued a retraction.
e. When | previously looked at this | was only looking at it from a technical point of view., Bu-n his
allegations has also raised a conflict of interest allegation and ! don’t know if this has been
i interest allegation is that some of the personnel involved with preparing the
atter involved in EPA workgroup meetings that reviewed the data used to
akes the allegation that because these people on
here is a conflict of interest. ) am not
sure if the EPA workgroup members are cansldered part of a Federal Advisory Committee Act (FACA)
roup or what conflict of interest guidelines/requirements might apply in this situation.
3 dcomplaint

a. The complainant, has conducted research on the
potential for lead exposure from older lead water plpes. This was a big deal back in the DC area several
years ago because lead drinking water lines are still in service there, and in other cities as well. This
compliant with attached articles is about 160 pages long.



b. The crux of the argument is whether lead is released due to galvanic corrosion when only part of a lead
drinking water line is replaced with copper drinking water line. Galvanic corrosion occurs when two
dissimilar metals are joined together, ie., lead pipes and copper pipes, and is lead released due to this
galvanic corrosion. The galvanic corrosion would occur where the pipes meet. The most common
example of galvanic corrosion is using sacrificial zinc anodes on a steel boat huli, to reduce the rusting of
the steel hull.

¢. Thereis a difference in the laboratory experiments conducted by -He used & static test system
where he filled pipe sections with water and |et them sit for days to weeks, and then measured the lead
that was leached/released from the pipes. The Boyd, et al, study whic-akes issue with used a
flow through system, where pipe sections were connected to a reservoir an tem, and the
water was continuously pumped through the pipe sections. Needless to saMxperiments
showed that lead was released from the pipes, above drinking water criteria, but the Boyd study showed
lead did not exceed drinking water criteria.

d. as gone through a couple of rounds of letters to the editor of the Journal of the American
Water Works Association () AWWA) challenging the Boyd study findings. Both the and Boyd
study results have been cited by Congress, one study says lead pipes are a concern {can lead to lead
levels about the drinking water criteria) and possible source of lead in drinking water, and the other
study says there is not a concern from lead pipes. The § AWWA editors have published all the papers
with links about the controversy involved by these authors and their studies. The bottom line of the
editors is that there is controversy and differing results from the scientific process, which needs
additional study to determine which results may be correct. The editors point out that both studies
were conducted in the laboratory and have not looked at real life situations, where the results could be
different than the laboratory experiments. Here is the ] AWWA editorial response:

The JEAB responds: The board members recognize that scientific
knowledge is an cver-cvolving endeavor. An important process for adding
new knowledge to the scientilic literature is manuscript preparation; peer
review, manuscript revision, publication, and an open discussion of the
results within the scientific community, This is the process being applied
to the ongoing scientific debate regarding the topic of lead release
lollowing partial lead service line replacements, Board members are
confident that the Journal is fulfilling its role by bringing the different
perspectives to light, They assessed the comments that had been made
through the letters regarding the article in question and found the
following:

* The manuscript was fully and [airly assessed by a technical editor
and three reviewers with expertise in the subject matter.

*» The three reviewers made substantial comments to the authors. In

the revised manuscripl, the authors nddressed these comments to

the satisfaction of the reviewers. At no point during the review

precess did any of the reviewers call Figures 9 and 10 into

question. Most of their concerns centered around the exclusion of

lead particulates in the analytical methods and on shoricomings of

the experimental apparatus to simulate actual field conditions.

= All parties agreed that there is a need for more research to
determine how translatable these data are to real water systems,

* The accusation that conclusions were reached by the authors

before the experimental dala were received was addressed by Boyd

et al when they slated that they had been collecting such dama for a

longer periad of time than that confined to the experiments.

* Boyd et al responded to questions regarding Figures 9 and 10 by

cxplaining that a mistake was introduced by their in-house graphic

artist. The board has suggested that this error be corrected by way
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of the authors submilting an crratum for publication in Journal
AWWA,

* The board recommends that readers interested in further
information on this debate read the public project paper, Review of
Previous Water Research Foundation Projects on Galvanic
Corrosion {www waterrlorgresources/Lists/PubhicProject Papers?
Attachments/3/4349 LiteratureReview.pdf).

e. -also makes an allegation that parts of the Boyd study journal manuscript (conclusions)
were written before the experiments were conducted. This could be of concern, ig,, time trave!
type allegation. But_did not include any definite examples to support this allegation in
his complaint. The ] AWWA editors touched on this allegation in their response (4" bullet)
above.

f. | amnot seeing anything in this allegation that rises to a criminal type issue, in my opinion. |
need to write up a summary for the file.

Call me if you wish to discuss any of these issues.

Electronic Crimes Division
Office of Inspector General
U.S. Environmental Protection Agency




From:
Sent:
To:
Subject:

r07,2014 1:28 PM

Is your office handling this? You were going to check and get back to me.-

Spacial Age
Deak Officar for the CIG Hotling

US EPA, OIG, Office af Investigalions HQ
1200 Pennsylvania Ave NWW Mailcoda 24317

Hotline - 202-566-2476 or 888-546-8740
Hotline Fax 202-568-2598 Web Address oig hotline@epa.gov

Hodling records are prokecied under the Privacy Act§ U.S.C, §352a. All EPA emplovees handling protedted Information have a legal and athical obligation 10 hold that inkormation in
confidence and to aclively protect if frorm impmper uses. Except as speclically authorized, EPA employees shall not discicse, dwectly or indlreclly 1he comtants of any record about
another individual 1o amy person or organization. EPA smpleyess who willfully rdease protecied Infomation, witwout authority, may ba guily of 3 misdemeancr and fined up 1o $5,000 In
addiion, any empbyas victting the Privacy Act or EPA requlations is subject ™ disciplinary actlon, which may resul st dismissal.



.,

From: Copper, Carolyn

Sent: Monday Septemnber 29, 2014 10:56 AM
To:

Cc:

Subject:

Thanks] I ¢ looks like JJras icentified some important issues.

OPE is not doing any additional work on this complaint. The thrust of the complaint is
scientific misconduct {Falsification, fabrication, plagiarism). {f there is nothing found there, or
nothing that can be investigated due to elapsed time, then | think we need to coordinate with
the S10, since this matter was also on her list of complaints.

~Carolyn

o S

Sent: Sunday, September 28, 2014 2:53 PM

Tao: Copper, Caralyn;
Subject: FW:

-com ments on the complaint. Can you share with the tea
members Maybe we can get together to discuss OIG action if an

Wrs doing the work with your team
¥

Speclal Age!
Desk Officar for t olline

US EPA, QIG, Offlce of investigations HQ
1200 Pennsylvania Ave NW Mailcode 24317
WWashinglon, DC 20460

Ia

Hofline - 202-566-2476 or B88-546-8740
Hotline Fax 202-566-2503 Web Addresa pig hotlinef@epa.qov

Hotiine reconds are protected under the Privacy A¢1 5 U.S.C. § 552a. All EPA employees handling protacted information have a legal and ethical obigation to hald thatinformertion in
confidence and 10 actively protect it from improper uses. Eacept as specifically authorized, EFA employees shall nat discioss, direclly or Indireclly the coments of eny record about
anather individual T any pafmon or oganization. EPA employses who wiltully relaase prtected information, without authority. may be guity of a misdemeancr and fined up 10 $5,000. In
addition, any employes vkolating the Privacy Actor EPA regulations is subject 1o desciphinary action, which may result in dismissal.

erom [

Sent: Thursday, September 25, 2014 5:21 FM
To

Ce
Subject: RE

Now that | had a chance to look at this again. | remember giving it an initial read. —



WISIoN
Office of Inspector Generatl
U.S. Environmental Protection Agency




Speciat Agent W

Oesk QOfficer for the otline

US EPA, OIG, Office of Investigations HQ
1200 Pennsylvanla Ave Nv¥ Mailcode 2421T

Washinﬂon DC 20460

Hotlina - 202-586-2476 or B38-546-8740
Fotline Fax 202-568-2588 Waeb Address pig holline@eps.gov

Hatline records are protected under the Privacy Act 5U.5.C § 5522, All EPA employees handling prolected information have a legal and athical obfigation Lo hold that infarmation in
confidencs and {o scihely proteet it from improper uses. Except as spedifically authorized, EPA employees shall ol disclose, directly or Indirectly the comenis of any recard about
ancther indlyvidual to any person or organizabon, EPA employees who willfully release protected information, without authosity, may be quilly of a misaemsanor and fined up t $5,000. In
adkiition, any empioyee vidlating the Privacy Act or EPA regulations is subject 1o disciplinary action, which may rasult in dismissal,



.

from:

Sent: Tuesday, September 09, 2014 4.08 PM

To: Copper, Carolyn

Subject: RE: Hotline complaint - Response from NEJM

Wili do.

Special Age

Desk Officer for the otfine

US EPA, OIG, Office of Investgations HQ
1200 Pennsylvanla Ave NV Mailcode 2431T
Washlngton, OC 2048¢

MHotline - 202-566-2476 or 883-546-8740
Hotling Fax 202-566-2599 Web Address oig hotline@epa.gov

Hedling records are proiscted under the Privacy At 5 U.S.C. § 552a. Al EPA employees handling protecied Information have a legad and sthical obligation to hold that inkormation in
cenfidence and to actively profect it kom improper uses. Eacep! as specifically avthenzad. EPA employees shall not discose, direcily or indirectly 1hs camtants of any record about
another individual o any person or oganization EPA empioyees who willully redsase proected Information, without authority, may be guikty of a misdemaanor end fined up 1o %5,000 4n
addilion, any employee violeting the Privacy Aot or EPA regulations is subject to discipbnary acfion, which may result in dismissal.

From: Copper, Carolyn

Semt: Tuesday, September 09, 2014 4:04 PM
Toﬂ

cc: Grifo, Francesca; |

Subject: FW: Hotline complaint - Response from NEJM

in _ recent email ([see attached}, he asked us to send him a copy of any
records/decisions we got from the other parties he made complaints to. The attachment
‘Response to_ is 8 June 2014 response t_from the NEJM. Since we
received it, and || '2ims he has not, please provide it to him.

Thanks ™~ Carolyn
Frorn:_

Sent: Tuesday, September 09, 2014 2:26 PM
To: Copper, Carolyn
Subject: Hotline complaint - Response from NEJM

Hi Carolyn — Attached is the response letter from New England Journal of Medicine regarding
the compliant and request for redaction {very short). Please let me know if you would like to
talk with Dr. Drazen and I will work to set something up.

LS. Enviromnental Protection Agency
Olfice of Inspector General



1595 Wynkoop St
Denver, CO 80202

From:

Semt: Monday, September 08, 2014 12:31 PM
To:ﬂ

Subject: Your Inquiry

DearN

Pursuant to our telephone conversation of this morning, please find attached Dr. Drazen's response -
retraction request. If you have questions, he would be happy to discuss them with you by phone. | can set up a time for
you.

Kind reiardsl
I | =:ccotive Assistant to the Editar-in-Chief 7 The New England Journal of Medicine | NEJM Group
1 Shattuck Street, Boston, MA 02115 | [N | rax: 781-207-6529 |

This email message is a private communication. The information transmitted, including altachments, 1s intended
only for the person or entity to which it is addressed and may contain conlidential, privileged, and/or
proprietary material. Any review, duplication, retransmission, distribution, or other use of, or taking of any
action in rcliance upon, this information by persons or entities other than the intended recipient is unauthorized
by the sender and is prohibited. 1f you have received this message in error, please conlact the sender
immediately by return email and delete the original message from all computer systems. Thank you.



Brown, Clay

From: Copper, Carolyn

Sent:

To:

Cc:

Subject: Re: Missing attachment

‘Thanks for the quick work- Please offer my availabilily o speak with anyone at NEJM about our need o
determine how they have responded.

Sent from my iPhone

Hi Carolyn — [ talked to the NEJM Editor-and-Chief Dr, Drazen’s assistant. Dr.
Drazen is currentl he stated that NEJM responded to the
complainant via letter on June 6, 2014, She is checking with NEJM counsel and
Dr. Drazen to see if she can e-mail a copy of the response letter.

Ly, Lovironmentad Protecuon Agency
Olfice of Inspector General

1595 Whnkoop St.
Denver, C0) RO202

From: Copper, Carolyn
Sent: Monday, September 08, 2014 3:00 AM
To:
Ce
Subject: Fwd: Missing attachment.

Good Momin!-- Reparding this complaint, QI is going to delve a little decper into the
miscondugi allegations, As | mentioned in g [ think we need to follow up with the
NEJIM to determine if they are looking into complamt and i not why not. Since he
has sought a remedy with other parties we need to determine status. riginal
complaint has the NEJM addressce he sent his complaint 0. mark my calendar for a two week
follow up (sept 22) with you, or a team member you assign this to you, to discuss. If you have
any questions, let's discuss tomorrow. Thanks ~ Carolyn

Sent from my iPhone

Begin forwarded message:

From: [

Date: September 8, 2014 at 7:53:34 AM LDT

1



To: "Copper, Carolyn" <Copper.Carolynéiepa.pov>
Subject: Fwd: Missing attachment.ﬂ
FYIL. Attachments requesu:d.-

Sent from my iPhone

Begin forwarded message:

Date: September 5. 2014 at 3:39:31 PM EDT
To:

Thanks lor following up on my complaint.
Here is a link to a dropbox folder from which all the appendices
can cither viewed directly or downloaded and then viewed.

If [EPA stalf are going 10 review paper copics, please ask them 10
use a color printer so they can rcad the mbles and figures.

Please note that [ have not yet received any reply to the over 150
cxamples of error and misconduct documented in these appendices
-- not from the authers of the study nor [rom anyone at IIEI, NEIM
and CHP.

If EPA stafl receive any reply to my allegations from any of these
parties, [ would appreciate their sharing it with me [assuming it is
not marked confidential by the sender], or at least letting me know
so | can file a FOIA 10 request it.

Thanks again.

On Wed, Sep 3. 2014 at 9:18 AM ||| | GGG

Wwrote:

-ould send me the following for further review ol your
complaint?

1) copies of the ‘Attachments’ referenced on page

15/18 of the Iette_ sent the

2



NEJM? These attachments presumably provide
support for the specific allegations of misconduct
and are critical for evaluating the complaint.

Here's how the attachments are described in
letter to NEJM:

“Attachments (electronic versions only. ctick here to
download via Dropbox)

A. Deviations from accepted norms of scientific
research in Allred ef at.

B. Deviations that meet definitions of scientific
misconduct in Allred ef at.

C. Misleading figures in Allred et at.
D. Misleading tables in Allred et at.

E. Sections of HEJM version copied from HE|
version without attribution

F. Sections of EHP version copied frcm HEI
version without attribution

G. Sections of HEI versian deleted or changed in
the EHP version

Special Agent

Dask Officar for the OIG Holline

US EPA, OIG. Office of Investigations HQ
1200 Pennsylvarna Ave NW Malicode 2431T



Hotling - 202-566-24 75 or E88-546-8740

Holline Fax 202-065-2508  Weh Address aig hollinefepa.qov

Halling recomls ang prokcied under the Privacy ActS U3 C, § 552a, &Il EPA empoyass handling prodeciad
froemation have a legal and athical abligation 1o hold that seormation i confidence and to aclivety protect it
irom improper vaes. Excepl as spagiically authorizad, EPA amployeas shall naot discloss, directly or indirecty
ther czattents of amy record atout ancther indivickial 1o any parson or amanization. EPA empovees whe
willtully retesase protected inkormation. wilhout authory, may ba guilty of @ misdemaanor and fined Up t
$5,000, In adalen, amy employee violsting the Privecy Act or ERA meguiations is subjea, o disciplinary acton,
which may resull in dmmisasl



From: Copper, Carclyn

Sent: ber 08, 2014 10:06 AM
To: m

Subject: e Missing a chment._

- just want to be sure we're on the same page and Ol has plans to review the misconduct allegations.
Thanks, Carolyn

Sent from my 1Phone

On sep 8, 2014, at 7:58 An1, [, - -
Trank S

Sent from my iPhone

FYI. Atlachments rcquestcd.-

Sent from my iPhone

Begin forwarded message:

! !cptcm!er! !!l! ! l! !I ‘l! !I”

To: "Brown, Clay" <Brown.Clavigiepa.goy=>

ublect Re: Mlqsmi iiiiiiill

Thanks for following up on my complaint.
Here is a link to a dropbox {older from which all the appendices
can either viewed directly or downloaded and then viewed.

If EPA staff are going to review paper copies, please ask them to
use a color printer so they can read the (ables and figures.

Pleasc note that | have not yet received any reply to the over 150
cxamples of error and misconduct documented in these appendices
-- not from the authors of the study nor from anyvonc at HLEL NEJM
and EHP.

If EPA staff receive any reply to my allegations from any of these
parties, 1 would appreciale their sharing it with me [assuming it is
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not marked confidential by the sender], or at least letting me know
so 1 can file a FOIA to request it.

Thanks again,

On Wed. Sep 3. 2014 at 9:18 AM._

<o

complain(?

e the following for further review of your

1} copies of the 'Attachments’ referenced on page

15/18 of the IeﬁeMsent the

NEJM? These a esumably provide
support for the specific allegations of misconduct
and are critical for evaluating the complaint.

Here's how the attachments are described in
etter to NEJM:

"Attachments (electronic versions only; click here to
download via Dropbox)

A. Deviations from accepted norms of scientific
research in Allred et af,

B. Deviations that meet definitions of scientific
misconduct in Allred et at.

C. Misleading figures in Allred ef al.
D. Misleading tables in Allred et at.

E. Sections of HEJM version copied from HE1
version without attribution

F. Sections of EHP version copied from HEI
version without attribution



G. Sections of HEI version deleted or changed in
the EHP version

specl Agent [INGTGTGNGN

Desk Officar for tha QIG Haolline

LIS EPA, OIG, Office of Investigations HQ
1200 Pannsylvania Ave NWW Mailcode 24317

Helline - 202-566-2476 or BB8-546-8740

Holline Fax 202-566-25538 Web Address aig_hotline@epa.gov

Hotling recoris are profected under the Privacy Act§ U.S.C. § 552a. All EPA employees handling predecied
imMormation have a lagal and ethical pbligatian (o hold that imformation in confidence and o actively protect |t
from improper uses. Excapi as spacifeslly authorized, EPA smployess shall not disdoss. dwectly or indingclly
{he conterts of any record about ancther individugl 1o any person or organization. EPA employees who
wilully retease protected information. without suthority, may be guitty of a misdemeanor and fined up 1o
$5,000. In addition, any amployas violating the Privacy Act or EPA regulations s subject to disclplinary acton,
which may result in dismissat.
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From: P
Sent: ednesday, September 03, 2014 527 PM

To: Copper, Carolyn
Subject:

Yes, as you arc awarc_looks al the allegations when they come in and OF's Chemist looks at the
more complicated scicntific cases.

From: Copper, Carolyn

Sent: Wednesday, September 03, 2014 3:54 PM
To

Cc: Sullivan, Patrick F.;
Subje

Very responsive. Thanks. This would seem to mean it will be important for Ol to review the alleged examples of
scientific misconduct in complaint, before referring ta the $I0 for action.

From:

Sent: Wednesday, September 03, 2014 2:05 PM
To: Copper, Carolyn

Cc: Sullivan, Patrick F.;

Subject: R

Carolyn:

Relerence is made 1o your request lor a response Lo question #2 listed below coneerning scienutic misconduct
and the statute of limitations. Stawutes of limitations are created hy legislature and may vary depending on the
sitwation. The rules for criminal actions are different from civil actions and there are situations that stop the
clock. Therefore, 1 believe we will need to examine cach case individually. Additionally, sinee it involves an
interpretation of the law, we should get guidance [rom cither the OfTice of Counsel or the U.S. Attorney”s
Office before we commmil resources to an old out of date case. Please let me know if that was responsive to your
question.

Thank You,

From: Copper, Carolyn
Sent: Wednesday, September 03, 2014 5:04 AM
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To:
Cc:-ullivan, Patrick F.; Grifo, Francesca

Subject:

Thanks- Also, an Ol answer to the highlighted will greatiy facilitate our progress and
decisions on this complaint.

From

Sent: Wednesday, September 03, 2014 8:39 AM

To:
Cc

Copper, Carolyn
j ick F.; Grifa, Francesca
Subject: R

| will get the attachments.
Sent from my iPhone

On Sep 2, 2014, at 12:25 PM, "Copper, Carolyn" <Copper.Carolyn@epa.pov> wrote:

All - I've reviewed this and need 2 additional things from Ol to help with
decision-making:

ies of the ‘Attachments’ referenced on page 15/18 of the letter Mr.
Wsent the NEJM? These attachments presumably provide support
for the specific allegations of misconduct and are critical for evaluating the
complaint.

Here's how the attachments are described in | etter to NEJM:

“Attachments (electronic versions only: click here to download via Dropbox)
A. Deviations from accepted norms of scientific research in Allred et at.

B. Deviations that meet definitions of scientific misconduct in Allred et at.

C. Misleading figures in Allred ef at.

D. Misleading tables in Allred et at.

E. Sections of HEJM version copied from HEI version without attribution

F. Sections of EMP version copied from HE) version without attribution

G. Sections of HEI version deleted or changed in the EHP version

2) Since the original research and publication was in1989 (25 years ago),
even if scientific misconduct was found, is there a statute of limitations in
effect? This pertains to criminal matters, not any matters related to
whether ‘bad science’ has been prapagated.

3) Since I 2s also raised this matter to HE| and the journals
that published the questioned work, and asked for a remedy, | see some
value in contacting those organizations to find out the status of their review
and decision making. OPE can do this and will make an attempt to do this.
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Thanks ~ Carolyn

erom: [N

Sent: Tuesday, August 19, 2014 1:09 PM
Te: Grifo, Francesca; Copper, Carolyn;

Subject: RE: [N

FYI, Attached is the referral to Ms. Grifo from the Hotline. Please let me know when you want to
discuss. ‘

special Agent [ INNEENEEENN

Desk Officer for the QIG Hathne

US EPA, OIG, Offcs of Investigations HQ
1200 Pennsylvanle Ave NW Mailcode 2431T
Washington, DC 20460

Hotling - 202-566-2476 or B88-546-8740
Hotline Fax 202-566-2509 Web Address gig holline@eps.gov

Hotline recorts are protected under the Privacy Act S U.S.C. § 552a. A EPA employees handiing protected information have a legal and ethical obligation 1o
hoks that Intarmation in confidence and to actively protedt it from improper uses. Except as speafically authorized, EPA employees shall nol disclose, directty or
ingirecily tha contents o amy record about ancther individual b &ny parson or omanizafion. EPA empioyees who willlully release proected Information, withoul
authority, may b= gullty of @ misdemeance end fned up to $5,000. In sddition, any smployes vickafing ing Prvacy Act of EPA regulations is subjecd o disciplinary
action, which may rasul{in dismssal,

From: Grifo, Francesca
Se ugust 19, 2014 12:06 PM
arolyn;

Hi there —

Doubtless you have seen the correspondence fronfj ! eging misconduct as regards some HE|
studies on carbon monoxide. As | understand it he has written to the OIG and.asked that we deal
with the complaint he submitted to you all.

On a separate track, he has written the Administrator and copied me and -This is in controlled
correspondence and needs to be addressed as been tasked with drafting the
response to this controlled correspondence and asked if the letter could come from me.

Recently | corresponded with| o sive him an idea of our scheduling for evaluating his claims
and he responded with the request that this go back to you. | concur since with his reasoning since the
allegation concerns scientific misconduct.

we need to either tell him you will look into it or tell him no one is locking into it and resclve this
because | will need to know this in order to respond to his letter to the Administrator,

Thanks for any guidance you can give me. | am anxious to get this settled. | look forward to meeting with
you all next month to discuss scientific misconduct and in particular plagiarism and how we intend to
ensure that someone at the Agency is in a8 position to make sure that people are not getting away with
unacceptable behavior that falls between the cracks of our current system.

Again — thank you so much!

Francesca
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Francesca T. Grifa, Ph. D.

Scientific Integrity Official

US ERA Office of the Science Advisor

202-564-1687

wwew . epa.gov/research/htmyfscientific-integrity. htm
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From:
Sent:
To:
Subject:
Attachments: 2013-158 referral. pdf, 2014-152 audit.pdf, 2014-152 refferal. pdf

Forgot to add you to the ¢¢ Iine.-

Speclar Agent

Desk Officer for the OIG Hotline

US EPA, OIG, Offics of Investigations HQ
1200 Pennsylvania Ave NW Mailcoda 24317

Hollina - 202-566-2476 or BB8-546-8740
Hatline Fax 202-566-2599 Web Address qig holline@epa gov

Heffing recoris ars protectad under the Privacy Act 5U.S.C. § 552a. All EPA employess handling proected informabon have a kegal an ethical cbligation to hokd that mformabon In
comidance and o actively prolect it mm Improper uses. Excepl as spedficaty authorized, EPA employees shall nol desclose, dimctly or Indirectly the contents of any record about
anoter indiwlidual to any parson or omanization EPA employees who wilhully reteasa prodected Informatlon, without authority, may be guily of 3 misdemeanor end fined up 1o $5,000. in
addition, ety employee violating e Privacy A o EPA regulabons is subject  disciplinary action. which may resull i dismissal,

rrom S

Sent: Wednesday, August 20, 2014 10:02 AM
To: Copper, Carolyn

Cc: Patrick F, Sullivan {Sullivan.Patrick@epa.gov)
Subject: R

Carolyn, to the best of my knowledge there has been no Ol review of this matter. || lnformed me in telephone
call of an OIG Audit in 2005, which is attached. | asked OA if there was any follow-up from 2005 audit and | was told
there was none. He also filed a complaint in 2013, Hotline 2013-153, {attached) which was referred to the Science
Advisory Board. | reviewed his complaint from an Ol perspective and if there were criminal allegations there may be
statute of limitation concerns, However, Ol could be included in the OPE and OA review to make sure this is true if his
allegations are substa miated.-

Also, | will be out of the office August 25-29

Special Agenl

Desk Officer for the OIG Holline

US EPA, OIG, Office of investigations HQ
1200 Pennsylvania Aye NYW Mailcode 24317

Washinilon. DC 20460

Hotling - 202-566-2476 or 888-545-8740
Holline Fax 202-566-2589 Web Address vig hotlina@epa gov

Holrte reconds arg protectsd under the Pavacy Act 5 U.S.C. § 552a. All EPA employees handling protected information have a legal and ethical nbbigation to hoid that eformaticn in
romfidence and (o activaly protect it rom improper uses. Earapd as spedfically aumorized, EPA smployees shall nat dischose, direclly or Indirectty the contents of any record about

anotherindividual to any parson of Gganization. EPA employass who wilully refeese prodected information, without autharity, may be guifty of a risdemeanar and fined up 10 35,00¢. In
addition, any amplkoyee violating the Prvacy At or EPA regulations is subject to disciplinary actlon, which may resull in dismissal.

From: Copper, Carolyn
Sent: Tuesday, August 19, 2014 5:58 PM
To: i Grifo, Francesca;

Subject: RE:_




thanks [

Thanks-for your phone call and email. I'm going to be TDY Wed-Fri of this week, so
today was a bit backed up trying to prepare for a few days out, I've not had a chance to talk to
our Hotline staff or investigators. However, my initial reaction is that under the Scientific
Integrity Policy Coordination Procedures, QIG has the lead and is the primary responder on
ailegations related to scientific misconduct. If OIG has determined that allegations of
misconduct aren’t merited but there may be other integrity matters that need to be
addressed, we those matters to SIO. Since | don’t know what Q!G’s decision
was, if any, onMscientific misconduct allegations {i.e., “Assuming the EPA's OIG
agrees that the evidence !'ve compiled documents scientific misconduct on the part ol HE! in
this study [defined as fabrication, falsification and/or plagiarism]” I’d like to find that out first

and then propose we talk no later than next Monday. I've already sent a calendar hold for a
time that looked available for all.

- if Ol or others in Q)G made an initial determination on-llegations

regarding scientific misconduct, can you send that to me?

I hope this helps move us toward a solution ™ Carolyn

From S

Sent: Tuesday, August 19, 2014 1:09 PM

To: Grifo, Francesca; Copper, Carolyn-
susiect: e [N

FYi, Attached is the referral to Ms. Grifo from the Hotline. Piease let me know when you want to discuss.

Special Agent

Desk Officer for the OIG HMolline

US EPA, 0IG, Office of Investigations HQ
1200 Pennsylvanie Ave NW Mailcode 2431T

Washinilon_ DC 20460

Hotiine - 202-566-2476 or 888-546-8740
Holline Fax 202-588-2599 Web Address pig hqliine@apa.gov

Hofling records are proweciad under the Privacy Act5 U.S C. § 552a, All EPA empioyees handling protected imfoamation have a legal and ethical abligation to hold that information in
confidence and to acilvely protect it from Improper uses. Except as specfically authorized, EPA arployees shall not disciose, directy or indiredlly the contents of any record about

anothar indiwdual to any persen or organizabon, EPA amployeea who williylly release prolcted informanon, withaud authenty, may be gullty of a misdemeancr and fined up to $5,000. In
addition, any employee violating the Privacy Aci or EPA regulations 13 subject to dadplinary action, which may result in dismissal.

From: Grifo, Francesca

Sent: Tuesday, August 19, 2014 12:06 PM
To: Copper, Carolyn;, -
Subject

Hi there —



Daubtiess you have seen the correspondence from _alle ing misconduct as regards some HE| studies on
carbon monoxide. As | understand it he has written to the OIG and iasked that we deal with the complaint he
submitted to you all,

On a separate track, he has written the Administrator and copied me and [ This is in controlled
correspondence and needs to be addressed. as been tasked with drafting the response to this
controlled correspondence and asked if the letter could come from me.

Recently | corresponded wit_o give him an idea of our scheduling for evaluating tis claims and he
responded with the request that this go back to you. | concur since with his reasoning since the allegation concerns
scientific misconduct.

We need to either tell him you will look into it or tell him ne one is looking into it and resolve this because | will need to
know this in order to respond to his letter to the Administrator.

Thanks for any guidance you can give me. | am anxious to get this settled. | lock forward to meeting with you all next
month to discuss scientific misconduct and in particular plagiarism and how we intend to ensure that someone at the
Agency is in a position to make sure that people are not getting away with unacceptable behavior that falls between the
cracks of our current system.

Again = thank you so much!
Francesca

Francesca T. Grifo, Ph. D.

Scientific Integrity Officiai

US EPA Qffice of the Science Advisar

202-564-1687

www epa.gov/research/htm/scientific-integrity. htm




Brown, Clax
um

From:

Sent: 1ady. Auqust U1, 2U T4 T11 PN

To:

Cc: _ _

Subject: Re: EPA requirements for project managers to report misconduct allsgations to OIG

I just found a more recent EPA guidance document than the 9/13 version | sent before.

There is a 3/14 version at

htp:/www . nsf govipubsipolicydocs/ric/agencyspecifics/epa 314.pdl

The article on Research Misconduct appears unchanged except for renumbering -- it is now 11 instead of 17.

Below is the link to the EPA reporting regs I was telling you about.
They are dated Sept 2013.

1 am glad to hear that HE] promptly reporied my allegations of misconduct to you as required.

The EPA guidance directing grant project managers to report certain types of  scientific misconduct
allegations to the OIG is in Anricle 17 Section 1 on page 11-12.

I believe parts A, B, D, ¥ and G all apply in this case given the broad.scope of issues raised in my letter of
May 19 that HEI shared with vou in June.

Since it looks like the decision about whether to notify the O1G and when is yours, please let me know if and
when you forward my letier and appendices with HEI's reply to your OIG contact.

Please note that from my perspective, HEI's recent responses are just as fraudulent as the original study in
terms of misrepresenting the results of their review to you, the editor of NIEHS and perhaps other federal
officials as well.

HEI also appears to have violated EPA guidelines about how to handle such allegations by not giving the
authors of the study an opportunity to reply either te my allegations or to HEI's conclusions before the results
were communicated to EHP.and EPA.

1



Even though the statute of limitations has long passed for any civil or criminal penalties related to the conduct
and reporting of the original study (circa 1983-1991), [ believe HEI's recent denial letters do meet EPA's
current defintion of research misconduct.

They convey new misinformation about the study that [ allegc was fabricated and falsificd by HE) staff while
their salaries were being paid in part by HEI's curreni EPA grant.

https:/iwww.google.com/url ?g=hiip://www.nst.gov/pubs/policvdocs/rc/agencyspecifics/epa 913.pdf&sa~U&
ei=667TU-
LiH8mKyATySYKQDA&ved=0CBM

F1IAD&usp=AFQ|CNGTMgxSphEm2Z5iSCRHpN Y Dq7fGXw
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From: A i e —
Sent: nday, August 01, 2014 1240 P

o i ——

Cc:

Subject: Re: Retraction request

Dr. Grifo,

Thanks for your prompt reply.

Given that your office is so overworked and understaffed, can you please just return this matter to-at the
OIG Hotline without [urther delay so he can reopen the case and promptly screen for assignment to some more
appropnate office(s) within OIG ?

As outlined in my prior email, 6 of my 7 appendices document examples of federally-prohibitied research
misconduct and [raud that are more appropriately QIG's purview than yours.

Also, can you please send me any written comments you may have received from the other EPA stalf with
whom you shared my letter and appendices? Or tell me their names so [ may file a FOlA request for
them? I'd like Lo sce what errors, if any, they've identified in my anaiyses so | may correct them.

Thank you.

On Thu, Jul 31, 2014 at 5:15 PM, Grilo, Francesca «<Grifo. Francescai@epa. gov> wrote:

Please be patient. As we have explained to you, we have a large workload and a small staff. | have been at the Agency a
short time and we are working hard to create the mechanisms we need to address allegations and fully implement the
Scientific Integrity Policy. We get 1o things as quickly as possible. We will visit this in detail and together with the OIG
make a decision as to the best place for its resolution. As soon as we have made that decision, we will let you know.

Sincerely,
Francesca

Francesca T. Grifo, Ph. D.

Scientific integrity Official



US EPA Office of the Science Advisor

202-564-1687

scientific-integrity.htm

$ent: Thursday, July 31, 2014 5:09 PM
To: Grifo, Francesca
Cc

Subject: Re: Retraction request

Dr. Gafo

EPA Scientific Integrity Official

Dear Dr. Grifo,

t EPA OIG's Hotline wells me he formalily assigned my May 19 letter requesting retraction of the
HEI Multicenter Study of Carbon Monoxide to vour office at your request on June 6, as Hotline case #2014-
152.

He told me he did so without first reading my letter and attachments (o see if [ alleged any misconduct that is
by statute the OIG's responsibility to investigate and prosecute (such as violations of EPA research misconduct
regulations or federal laws like the Clean Air Act),

ot whether [ alleged only less serious issues of "scientific integrity” that you_tells me you are
authorized o “cvaluate and assess" as EPA's Scientific Integrity Ofticial. For the record, she insisted your
office would not be gefiing involved in doing any invesiigalions, issuing any subpoenas, taking any testimony,
or imposing any penalties.

Given this pretty clear division of responsibilitics between OIG and OSI, both “old me they
assumed you would promptly return to the O!G for its consideration any evidence of research misconduct for

which grantees could be penalized, such as fabncation, falsification and plagiarism.

I certainly cxpected the same based on what you told me earlier was your merely "moral authority” to advise
those involved in cases of misconduct among EPA staff, grantees and eontractors.
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It has now boen over 7 weeks since-sent you my allegations, an ells me she knows of many
EPA staff who have reviewed them at your request. 1, however, have stiil not received an acknowledgement
from your office that you received them or that you are now conducting some kind of “assessment” in lieu of
an actual investigation.

Assuming you have now rcad the letter and all the appendices [ submitted, please tell me how many of the
issues I documented you plan to return to the OIG for investigation and how many you are going to continue
(o evalnate in your office.

Among those I believe meet the OIG's critena for investigation are all the examples of research misconduct in
Appendices B through G of my letter. They include:

51 examples of falsified metheds, data and/or results;
28 tables with errors and/or misrepresentations;
including all these published in the NEJM version;
16 figures with errors and/or misrepresentations,
including the only figure published in the NEJM version, which does not
match the HEI version printed before or the EHP version printed later;
11 examples of fabricated methods, data and/or results;
11 examples of inappropriate authorship (at least 2 guests and 9 ghosts);
3 examples of unethical treatment that affected all cases and controls;
3 examples of plagiarism, reprinting work of both themselves and others
without quotation, reference or permission; and
2 examples of redundant publication of the same results
including the longest “original article” ever published by EHP at 41 pages,
aver 90% of which, including all its figures and tables, is copied without quotes,

reference or explanation from the HEI version published two years earlier.



This still leaves 61 deviations from the norms of scientific research in Appendix A that | believe reflect a
“loss of scientific integrity” at both HE! [for doing them] and EPA [for accepting them without question] but
which do not in my lay opinion rise to the level of criminality.

I look forward to hearing from you soon. Thank you for your consideration.




From: Sullivan, Patrick .

Sent: Wednesday May 29 2013 9:54 AM

To:

Ce:

Subject: . Questions about your lefter, Re; EPA QIG Hotline 2013-159

One more email from -

!ll ‘!u!ay, !ay !!, !l!! !!l !I

To: Sulllvan, Patrick F.
Subject: Fwd: Questions about your letter, Re: EPA OIG Hotline 2013-15%

Here is my email of 5/23 about -onﬂicts in this matter and -unrcsponsivc: reply.

Sent: Th May 23, 2013 10:28 AM
To:
Subject: Questions abeut your letter, Re; EPA OIG Hotline 2013-159

The letter you sent me last week says you forwarded “information about my complaint” to the "Deputy
Director for the US EPA Science Advisory Board."

Can you please (ell me

a} if this Deputy Director is_why did OIG choose to send my complaint to him?

He is the highest level person still at SAB [aﬁer-leﬂ] who refused to investigate or even respond to the
wrilten allegations T sent him last year. Doesn't this make him a potential suhject of the investigation and
therefore not an appropriate person for OIG to ask to lead the investigation? 1 beg OIG to reconsider,



He still refuses to answer any of my specific guestions of the SAB's procedures and insisted in emails on 5/20
that I speak instead only with his new boss,h { did so on 5/21 and to his credit, he agreed to initiate a
new investigation within SAB, but it is not clear if this will be separate {rom or take overh
investigation of complaint #2013-159. Please clarify OIG's intent -- who is supposed 10 lead this investigation

at SAB, and why did you not send it also or instead to_ the senior counsel for ethics in the ethics
office at OGC?

Another reason for O1G 10 investigat-is that he licd t-bout the status of my

complaint, telling him that all my allegations had been investipated and dismisscd by OIG and that therc was

It is hard to imagine from whOm-cou]d have gotten this mis-information about my case since the
only document you say OIG ever released about my original case, #2012-141, was a closure letler in December
that made clear no investigation had been initiated by OIG. Would you have a sent a copy to
at the time? Could it possibly have misled him into thinking that OIG had in fact completed an investigation?

b) exactly what information from me did vou forward to_lasl week as part of 2013-1597 Was it
just a copy of my original complaint 2012-141, or also the emails I sentjjjjjjffand the OIG [cc'd to you] with
additional documentation?

Given that your ¢losure letter to me was lost in the changeover to the new cmail system, I'm concerned that all
my other emails o you were probably lost as well, end if se, | would like to resubmit them.

Thank you.

On Thu, May 23, 2013 at 10:54 A, ENEGENEGEGG -

The Hotling is closed with the QIG and the |etter states to whom your complaint was sent,

2



Special Agen_

Desk Officer for the OIG Holline

US EPA, QIG, Office of Investigations HQ
1200 Pennsylvania Ave NW Mailcode 2431T

Washinionl DC 20460

Haotline - 202/566-247¢ or BE8/546-B740

Holline Fax 202/566-2558




From: I

Sent; 08 PM
To:

Subject: RE: EPA CIG Hotline 2013-159

| do not have it. We converted from Lotus Notes to Qutlook and my old emails were purged in January 2013, -

Special Mem*
Desk Officer for the Ol otline

US EPA, OIG, Office of Investgatiens HQ
1200 Pennsytvania Ave NW Mailcode 24317
Washington, OC 20480

Hotlina - 2Q2/566-24 76 or 888/546-B740
Hollina Fax 202/566-2599

Hotling recomds are protacted under the Privacy At § US.C. § 552a. All EPA smpkoyoes handling protected information hawe a legal and ethical ebligation to hold that mformation in
confidance and to activaly protect it from improper wses. Excepd as speclically authorized, EPA smployees shall not disdose, directly or indirecily the contents of any record about
another individual te Bny persan or oganization, EPA emplovees who wilfully reaase protecied infammation, without authority, may be guilty of B misdemeanor and fised up to §5,000. In
addition, any employes violatieg the Privacy Act or EPA regulations is subject to disciplinary action, which may resulf i dismissal,

Sanay 16, 2013 2:59 PM
To:

Subject; Re: EPA OIG Hotline 2013-15%

i got this fine, bul i can't find the email you say you sent me last december ¢losing my original complaint. can
you please resend that to me?

Please let me know that you received this. Thanks-

special agert [ NNGTNR

Dask Officar kor the OIG Holline

US EPA, QIG, Offica of Investigations HQ
1200 Pennsylvania Ave N Mailcode 2431T
wWashinglon, DC 20460

Hothne - 202/666-2476 or BEE/S4E6-B740

Hotline Fax 202/566-2593

Hotline resomds are prometed undss the Privacy ActS 1U.5.C. § 5528 All EPA employaas handling profectad information have 3 legal and sthical abligation o hokd that imformation in
confidence and 10 actively protect it iom improper uses  Eacept as scadfeally authorized, EPA employees shall not deciose, dirgcly or indirecty tha contents of any record aboul



anomer Indwldual lo any person or crganization. EPA smploysas who willully release protected information, withoul authority, may be gullty of a misdemeanor and fined up to §5,000. In
additon, any employee wolabing the Privacy Acl or EPA regulations is subject to disciplinary action, which may resultin dismssal,

www. COconundra.info




Sent: 15 11:03 AM
To:
Subject: RE: OIG FOIA request re case 2014-152 // 2015-086

Thank you for your email. Please review the EPA OIG website for FOIA requests information
ig/contact. htm|#FOIA.

Additionally the email for EPA OIG FOIA requests is: O1G_FOIAepa.gov

When you file online you will receiy wledgment. I cannot file a FOIA request for you, Moreover,
FOIA are not handled by the Hotline

Speclal Agent Ciay

Desk Officer kot the OIG Holline

US EPA. QIG, Offica of Investigations HQ
1200 Pennsylvania Ave NWW Mailcode 2431T

Waghington 2046
Voice -

Heolline - 202-568-2476 or 888-546-8740
Holline Fax 202-566-2555 Web Address oig holline@epa.qov

Hetling reconds are protected under the Privacy Act 5 U.S.C. § 552a. All EPA employess handhng protected Information have a legal and ethical obligetion to hold that mformation
confidance and to sctively probed it from improper uses. Excapl as spadfically awthorized, EPA smployees shall not disclose, ditecly ar indirectly the contents of amy record about
ancthar mahvldual ko any person or amanization. EPA employess who wilfuly releass protecied Information, withaad auhority, mary be guilty of a misdemeanor and fined wp to $5.000. In
ackdition, any employee violaling 1he Privacy Act or EPA requlations Is subjact to disciplinary action, which may resutt in dismissal,

Sent: Monday, March 16, 2015 1:48 PM

To: QIG FQIA

Cc:

Subject: Re: QIG FOIA request re case 2014-152 // 2015-086

Can you pleasc tell me the status of the FOIA request below from JAn 15, 20135, which your office has now had
for 60 days but still not even acknowledged?

Thanks,

Please accept this FOLA request for all repons, memos and correspondence related to the EPA OIG's review of
case 2014-152, which was renumbered as 2013-086 prior to being closed.

In his closure letter to me of 1/15/201 5,-'nentions that the OIG is forwarding its repont on this
matter to EPA's Francesca Grifo. This OIG report--which is presumably dated sometime in either December
2014 or January 2015-- is the primary document [ am seeking in this request. Please also include any
correspondence between O1G and EPA staff about this matter, and any notes or minutes from their meeting on
December 19, 2014,



Because I am seeking this information for non-commercial academic research that is in the public interest--
concerning the scientific basis of EPA's CO air guality standards--1 request that your ofTice waive any fees.

Thank you for your consideration.




From: L

Sent: 15 5:48 PM
To:
Subject: RE: EPA CIG Hotline 2015-086

There is a link on epa.gov in the OIG section for submitting FOIA. Make sure you include the Hotline #

Dask Officer for the Ine

US EPA, OIG. Office of Investigations HQ
1200 Pennsylvania Ave HW Mailoode 24317

Washi
Voice - cen I

Hotline - 202-566-2476 or B88-546-8740
Hotlina Fax 202-568-259% Web Address oig hotlin a.qov

Hatline records are protecied under the Privacy Act 5U.8.C. § 552a Al EPA employaes handling protected intormation have a legal and athical obligation to hok) tat imformation in
corfidence and to acively protect it from improger uses. Except as spedifically authodzed, EPA employees shall not dsclose, diracty or indirectly the ¢ontents of any racord abaut
ancther mdividual w any parson or organzaton. EPA smployees who willully relsase protectad information, wihout authorty, may be guitty o a misdemeanar and fined up to $5,000. In
adkdition. eny employes violating the Prvacy Ad of EPA regulations is subect to desciplinary actian, which may result in dismissal.

Sent: Thursday, Januvary 15, 2015 5:47 PM
To:
Subject: Re: EPA OIG Hotline 2015-086

ok. may i submut the foia request through you 7

| combined the two hotlines into one for a referral to Ms. Grifo. The results of the review are now with 2015-086 and
if you want these results it should be obtained through a FOIA to the OIG.

Special Agen

Desk Officer for the OIG Hollne

US EPA, OIG, Office of Investigations HQ
1200 Pennsylvania Ave NW Mailcode 2431T

Washiiiim i 2i460

Holline - 202-566-2476 or 888-546-8740

Haotline Fax g02-566-2599 Web Address gig hotlne@epa gov

Holline records are peolacted under the Privacy Acl 5 U.S C § §523. AllEPA employess handling protected nformaton have a legal 3nd sthicai obligation 1o hold mat imfoemason in
contidence and {0 adively protact it fom improper uses, Except as spedficaly authorizad, EPA employess shall ol disclose, directly o indirectty the ceatents of any record about
ancther indlvxdual to any persen or omanization EPA employess wnd willfully relsasa protscted information, without autndrity, may ba guilty of a misdemeanar and fined up to §5 Q00.
In abaiticn, any emgloyes victaling the Privacy Act or EPA regulations Is subject in disciplinary action, which may result in dsmissal,

1



Sentl- Tiiiidail iiiraw 15, 2015 5:39 PM
To

Subject: Re: EPA OIG Hotline 2015-086
Thank you for sending me this reply.

Can you please tell me why OIG assigned a new 2015 number--2015-086--10 the complaint [ filed in May of
last year (2014-152),

and why the OIG combined this review with that 0! an unrelated and previously closed complaint, #2013-
1597

Please also tell me if the OIG can release the report of its investigation into 2014-152 (the one vour letier says
has now becn forwarded to Dr Grifo) and if so, whether [ nced w file a FOTA request for it.

{ am curious to read why the OIG thought none of examples of contractor frand I identificd rose "to the level of
criminal charges” and if any civil charges or other actions such as disbarment were considered before returning
the case to Dr Grilo.

o Tha, Tan 15, 2015 a« 408 ot -

Please find atlached a letter for this Hotline Closing. As the letter states it has been sent back to
Ms. Grifo.



Special Agent W

Desk Oficar for the ine

US EPA, OIG. Offica of Investigations HQ
120¢ Pennsylvania Ave NW Mailcode 24317

Hotline - 202-566-2474 or 886-546-8740

Holline Fax 202-566-2588 Web Address oig holline@epa.gav

Hotine racords are protected undar the Privacy Act § 1.5.C. § 5522, All EPA employees handling prosecied imformation have a lagal and ehlcal obiigation 1o hoki that Informaton in
confdenca and 10 actively protact it roen improper usas. Exoapt as spedifically auteorizad, £PA employses shall nol disdoss, directly or indimecily the coatonts of any recond about
another individuai 1o any persan ar organization. EPA employees wio willfully ralgase protected Informatlon, withaut authority, may be qullty of a miggameanor and fined wp to $5,000,
In ackdition, any empleyes violating 1he Privacy Act or EPA regulations is subjact 1o disciplinary acton, which may result in dismiszal.



From:
Sent: \
To:

Subject:
Attachments:

Your emnail states th ve not received a response. Please find attached a response fram the NEJM in case you
have nat received it.

Special Agent

Dask Qfficar for the CIG Holling

US EPA, QIG, Office af Investigations HQ
1200 Pannsylvania Ave NW Mailcode 2431T

Holline - 202-586-2476 or 888-5456-8740
Holline Fax 202-568-2589 VWeb Addrass oig holline@epa.qov

Holne raconds arg protacted undar the Privacy Act 5 U 5.C § 552a. All EPa smplorees handling protected informaticn have a legal end ethical cbligatica to hold (hat mformation m
confdenca and 1o actively profect il from smproper uses. Except as spadfically authorized, EPA employees shall nod disclose, ditectly of meirecily e conteas of any recard about
another individual to Bny person or crganization. EPA smployers who wilully releasa proteciad informabon, without authodty. may ba guinty of a misdameanor and fined up 1o $5,000. In
adition. any employes violatwg the Prvacy At or EPA rgulaticns is subjest to disciplinary action. which may result In dismissal.



The NEW ENGLAND
JOURNALof MEDICINE

JEFFREY M DRAZEN, N.D.
EDITOR-IN-CHIEF

DIETINGUISHED FARXER B. FRANC. S FROFESSCOR OF MEDICINE
HARVARD MECICAL SCHOOL

June 6,2014

—

We have received your e-mail requesting retraction of the article, "Short-Term Effcels of Carbon Monoxide
Exposure on the Exercise Performance of Subjects with Coronary Artery Disease,” by ENN. Allred ¢t al., which
was published by the New England Journal of Medicine on November 23, 1989, We have read the letter you
atlached and the accompanying malerial. You provide no solid evidence of scientific or ethical misconduct; we
therefore conclude that retraction is not warranted. If you have converns about the validity of the anticle’s
conclusions, we suggest that you repeat the experiments, to the extent to which you believe this can be done
ethically, and reporr your findings in 2 scientific journal for others to read and critique.

We now consider this matter closed,

Sincerely,

JelTrey M. Drazen, M.D.

IMD:cs

10 SHATIUCY, STREET. BOSTON MASSACHLSETTS 02 158084
6177335800 - 1BQ5 4459080 €17.734 9864 FAX
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From:

Sent: rOd, 2014 10:29 AM
To:
Subjest: . Missing attachment

Special Agent

Desk Officer for the QIG Hollina

US EPA, OIG, Office of Investigatians HQ
1200 Pannsylvania Ave NW Mailcode 2431 T

Holline - 202-566-2476 or 888-546-3740
Hotline Fax 202-566-2599 Waeb Address oig hotline@eps.gov

Hotline records are protected under the Privacy Act5 U S C § 552a. All EPA smployaas hendling protected informalica have 3 legal and athical obligetion to hald that information in
confiedonce and o activaly protact it from impraper uses, Excapl as spedifically authorized, EPA mployees shall net disckose, dinectly or indiraclly the contents of any recond about
angthet Indivickaal to any persan or omanization EPA emplopeas wh wilkully relsese proteciad imformation, whhout autharmy, may be guitty of a misdemeanor and faed up 1o $5.000. In
addliion, any amployse violating the Privacy Act of EPA mgulatons is subject ko distiplinary action, which may result In dismissal.

reor: [

Sent: 2014 9:19 AM
To
Subject: Missing attachment

-could send me the following for further review of your complaint?-

1) copies of the ‘Attachments’ referenced on page 15/18 of the Ietter-sent
the NEJM? These attachments presumably provide support for the specific allegations
of misconduct and are critical for evaluating the complaint,

Here's how the attachments are described in-letter to NEJM:

“Attachments (electronic versions only: click here to download via Dropbox)
A. Deviations from accepted norms of scientific research in Allred et at.

B. Deviations that meet definitions of scientific misconduct in Allred et at.

C. Misleading figures in Allred ot at.

D. Misleading tables in Allred et at.

E. Sections of HEJM version copied from HEI version without attribution

F. Sections of EHP version copied from HEI version without attribution

G. Sections of HE1 version deleted or changed in the EHP version

Special Agenl

Desk Officar for the QIG Holiing

US EPA, QIG, OHlce of Investigations HQ
1200 Pennsylvania Ave NW Mailcode 24317



Washiniton DC 20460

Hotlina - 202-566-2476 or 888-546-8740
Hotline Fax 202-568-2599 Web Addrass ¢ig hotline@epa qov

Hatline records are protertad under he Pivacy Act § 11.5.C. § $52a. All EPA employees handling probsted infarmation have alegal and ethical obligation ko hokd hat information in
confidenca and to aclvely protect it from improper uses. Except as spexfically authorizad, EPA smployess shall act disclose, directly or indiractly the contents of any record about
angther Individual ko 3y person or organization. EPA smployess who willfully release profacted infoamation, withcut aulhonty, may be guMy of a misdemeanor and kned up 1o $5,000 In
addition, any ampioyee violating the Privacy Aclor ERA reguiations is subjd to dacplinary ection, which may rasult in dismissal.
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From:

Sent: Friday, June 06, 2014 3:19 PM
To: Grifo, Francesca

Ce; Copper, Carolyn

Subject: Hetling 2014-152
AtHachments: 2014-152 refferal pdt

Official Referral fo- ) am going to cc the AIG for OIG Office of Pragram Evaluation, Dr. Copper

Spacial Agel

Desk Officer for the QIG Hellina

US EPA, QIG, Office of invastigatians HQ
1200 Pennsytvania Ave NW Mailcode 24317

Holline - 202-568-2476 or 888-546-8740
Holline Fax 202-566-0814  \Web Address oig_hotline@epa.gov

Haotling records are protacted under the Privacy Act5 U S.C § 552a AREPA empbyges handling prateaed informatian have a legal end ethical obligation to hold hat iormanicn in
confidence and to actively pratect it from improper uses. Except as spedhically awthonized, EPA smployees shall not disclose, direclly or indireclly the contents of any reeord about
anctherindividual to Bny persan of organezaton, EPA smployees who wilylly releass proteciad information, without authonty, may be gumy of @ msderneanor and fined up to §5,000. In
anddlion, eny employes violating the Privacy Act of EPA requiations i subjedt to discipiinary aciion, which may result in dismissal
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From:

Sent; Menday, June 02, 2014 6:09 PM
To: Grifo, Francesca

Subject: Re: Retraction request

Thanks for the reply. | will forward a formal referral to you on Wednesday.-

From: Grifo, Francesca
Sent: Monday, June 2, 2014 9:03:29 PM

Subject: RE: Retraction request

mzs next week — but we are happy te look into it if that works for you all. Confirrm and we will reply back to
that end.

Thanks
Francesca

Francesca T. Grifg, Ph. O,

Scientific Integrity Official

US EPA Office of the Science Advisor

202-564-1687

www epa.gov/research/htm/scientific-integrity. htm

erom: [N

Sent: Wednesday, May 28, 2014 4:20 PM
To: Grifo, Francesca

Subject: FW: Retraction request

Is your office going to address this, Please advise-

Special Agent

Desk Officer for the CIG Hotline

US EPA, O1G, Offica of Investigations HQ
1200 Pannsylvania Ave NW Mailoode 24317

Hotline - 202-586-2476 or 888-546-8740
Hotline Fax 202-566-0814  Web Address Qig hotline a qov

Hetline records are pritected under the Pavacy AclS U.S.C. § 552a. All EPA employees handiing protecied Information hava a legal and ethical obligation t hold that information in
comidence and to actively pratect it from Impropee uses. Excapt es specifeslly authorized, EPA empkoyees shafl not dsciose, dimectly or wdiraclly the contets af any record about
ancfherindividual T any person of crmanization. EPA employees who willully reisase pratectad infomation, withou! authority, may be puitty of 8 mvsdemeanor and fned up to £5,000. In
aition. gny emplayes violating the Privacy Act or EPA regulations i subpect ko disciplinary acten, which may result in dismissal.

From: Sullivan, Patrick F.
Sent: Monday, May 19, 2014 8:36 PM

Subject: FW: Retraction request



Hotline......cc.cveneecene

Patrick F. Sullivan

Assistant Inspector General for Investigations
EPA Office of Inspector General

Desk: {202) 566-0308

Cell: (571) 243-2195

Email: sullivan.patrick@epa.gov

From: Elkins, Arthur

Sent: Monday, May 18, 2014 7.26 PM

To: Sullivan, Patrick F.

Cc: Sheehan, Charles; Larsen, Alan

Subject: Fw: Retraction request

Patrick,

Please see the below hotline complaint, Please follow-up as appropriate.

Thanks.

Art

Semt: Monday, May 19, 2014 5:34:50 PM
To: Mccarthy, Gina; Elkins, Arihur; Grifo, Francesca; Costa, Dan
Subject: Retraction request

The attached letler is cc'd to you. [t requests retraction of the Allred et al study of carbon monoxide
that was published by the Health Effects Institute {1889), The New England Journa! of Medicine
(1989), and Environmental Health Perspectives (1991).

My request is based on extensive evidence of misconduct and other significant deviations from the
norms of scientific research that 've decumented in the letler and seven appendices.

Because EPA commissioned this study from HEI in 1983 and has been citing it as the primary basis
for the CO National Ambient Air Quality Standards since 1891, including most recently in 2011, | hope
you will review this evidence and reconsider EPA's faith in both the Allred study and HEI, which
directed it.

If you find fault with my reanalysis, please let me know so that | may issue a correction and an
apology. But if not--if you agree that this study is not of sufficient quality to be cited as the basis of
EPA regulations--| hope EPA will stop citing it except as an example of the type of scientific

misconduct for which fe | i ed. | trust EPA also will ban
all the authors, includin from ever again being
appointed to EPA' or other any federal advisory committees.

Unlike the last time the evidence basis for the CO NAAQS was cast into doubt--back in the early
1980s when EPA's then most-cited CO researcher, Dr. Aronow, admitted fabricating drug testing data
he'd submitled to FDA, | beg EPA nct to commission even one more CO study. There are already
over 25,000 references on CO in the medical literature that EPA has never reviewed, including over
5,000 published just since the last CO NAAQS review began in 2009.
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Thank you for your consideration. | look forward to your reply.




From:

Sent:

To:

Subject:
Afttachments:

Rick and Jim, please find attached a |
the regarding the referral to the SAB.

special Ager I

Desk Officer for the OIG Holline
US EPA, O1G, Office of Invastgations HQ
1200 Pannsylvania Ave NW Mallcode 2431T

Washinimn. DC 20480

Hollina - 202/566-2476 or BB&!I546-8740
Holllne Fax 202/566-2599

rom the AIGI regarding his hotline complaint to the OIG and

Hotkne racords are protected under the Privacy Act 5 U.S.C. § 552a. All EPA employees handling pro¥ecied Information have a iegal and ethical cbkgation i hold that information in
confidence and 1o acvaly protect It fom improper uses. Except as specifically suthorized, EPA employees shall not disciese, directly or indirecily the contents of any recard about
ancthes indiviiual ¥ any persoa or arganization, £PA empoyees who williully release prowmced intormabion, without authorlty. may be guilty of a misdemeandr and feed up 10 55,00 In
anditon, any smpbyaa vickalng the Privacy Act or EPA regulations Is subject to disclplinary action, whieh may result in dlsmissal.



_ aaaa o ]
Sent: nesday, september 10, 2014 9:42 AM

To: Copper, Carolyn
Cc: Grifo, Francesca
Subject: Fwd:. Hotline complaint - Response fram NEJM
Attachments: SPINC 1991JASA on PDM.pdf; ATTO0D01 htm

-

Sent from my iPhone

Begin forwarded message:

From:
Tos

Subject: Re: FW: Hotline complaint - Response from NEJM

Thanks for sending me the NEJM letter, which T had seen. [Dr. Drazen actuaily wrote this on
May 21, just 2 days afier receiving my allegations, according (o an email from-
which 'l forward you separately.]

[ should have been more clear that 1 was being very literal, When | wrote that I'd not received
any reply to any of my over 150 allegations, I meant that no one at HEL, NEJM or EHP had
specifically rebutted any of them, not that no one had sent me a reply.

The editor-in-chief of EHP also rejected my request [or retraction witheut rebutting any of my
allegations, as did HET's board and staff.

I am appealing NEJM's decision to COPE, the Committee on Publication Ethics, and EHP's to
the new interim editor-in-chief, Dr. Schroeder. 1'll share with you any replies I receive.

Please give whoever is considering my case the attached article published by the HEI CO study's
lead statistician [Pagano] and its programmer [Spino] in 1991, just a few months ailer EHP
published the last version the CO study. ‘This one is about a statistical mcthed called
"permutation distribution of the trimmed means™ that Allred et al cites as their method in the HEI
CO study.

Spino and Pagano make clear that Harvard did not have the computer power needed to compute
p-values by the "permutation disiribution" method for n=20 or 30 | Table 4 footnote]. So the HEI
CO study could not possibly have used this method as the authors claim to analyze their n=62
resulls.

On Tue, Sep 9, 2014 at 4:09 PM,-
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Your email states that you have not receive
the NEJM in case you have not received it

ioonsc. Please find attached a response from

Special Agcntm

Desk Officer for the othne

US EPA, OIG. Office of Investigations [1Q
1200 Penmsylvania Ave NW Mailcode 24317
Washington, DC 20460

Hotling - 202-566-2476<tel:202-566-2476> or 888-546-8740<1tecl:888-546-8740>
Hotline Fax 202-566-2599<tel:202-566-2599>  Web
Address oip hotline/@iepa.gov<mailto:oig_hotlinefdlepa. gov>

Hotline records are protected under the Privacy Act 5 UL.S.C. § 552a. All CPA employees
handling protccted information have a legal and ethical obligation to hold that information in
confidence and Lo actively protect it from improper uses. Lxcept as specilically authonized, EPA
employees shall not disclose, directly or indirectly the contents of any record about another
individual to any person or organization. EPA employees who willfully release protected
information, without authority, may be guilty ol a misdemeanor and fined up to $5,000. In
addition, any employee violating the Privacy Act or EPA regulations is subject to disciplinary
action, which may result in dismissal.



Note: Email attachment included the article cited below:

Cathie Spino and Marcello Pagano, Efficient Calculation of the
Permutation Distribution of Trimmed Means, Journal of the
American Statistical Association, VVol. 86, No. 415, pp. 729-739
(Sept. 1991)



From: I

Sent: 2015 2:49 PM

To: _

Subject: FW: rumor of death in EPA's CO testing program
Special Agen

Desk Officer for the otline

US EPA, OIG, Office of Investigations HQ
1200 Pennsylvania Ave NW Mailcode 2431T

Washinﬁon DC 20460

Hotline - 202-566-2476 or 888-546-8740
Hotline Fax 202-566-2599 Web Address oig_hotline@epa.qov

Hotline records are protected under the Privacy Act 5 U.S.C. § 552a. All EPA employees handling protected information have a legal and ethical obligation to hold that information in
confidence and to actively protect it from improper uses. Except as specifically authorized, EPA employees shall not disclose, directly or indirectly the contents of any record about
another individual to any person or organization. EPA employees who willfully release protected information, without authority, may be guilty of a misdemeanor and fined up to $5,000. In
addition, any employee violating the Privacy Act or EPA regulations is subject to disciplinary action, which may result in dismissal.

r-om:

Sent: Thursday, January 15, 2015 2:18 PM
To:
Subject: Re: rumor of death in EPA's CO testing program

thanks. obviously no hurry on this one.

On Thu, Jan 15, 2015 at 2:13 PM,_ wrote:

Will get back to you. Also still waiting on a final review of science misconduct.-

Special Agent m
Desk Officer for the otline
US EPA, OIG, Office of Investigations HQ

1200 Pennsylvania Ave NW Mailcode 2431T
Washington, DC 20460

Hotline - 202-566-2476 or 888-546-8740

Hotline Fax 202-566-2599 Web Address o0ig_hotline@epa.qov

Hotline records are protected under the Privacy Act 5 U.S.C. § 552a. All EPA employees handling protected information have a legal and ethical obligation to hold that information in
confidence and to actively protect it from improper uses. Except as specifically authorized, EPA employees shall not disclose, directly or indirectly the contents of any record about
another individual to any person or organization. EPA employees who willfully release protected information, without authority, may be guilty of a misdemeanor and fined up to $5,000.
In addition, any employee violating the Privacy Act or EPA regulations is subject to disciplinary action, which may result in dismissal.
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From

Sent: Thursday, Janu 111 PM
To: Grifo, Francesca;

Subject: rumor of death in EPA's CO testing program

| spoke last week with a retired EPA employee from RTP who told me that a volunteer died of a heart attack
while exercising on a treadmill in one of EPA's CO exposure studies there in the 1990s. He said this death was
not publicly reported and that it was hushed up by EPA staff. This may explain why EPA stopped doing
controlled exposure studies on CO in the 1990s, although they still do them for particulates, ozone and other
pollutants.

He does not want to go public with this "rumor" so | told him | would talk to others who might be able to
confirm it and he gave me a few names. Assuming | find someone who does, to whom should I report this
death at EPA?

| tried the PHRE office, x2550, but || | | I c!d me she is only responsible for approving human
study protocols before they start or if problems arise while studies are underway and that she cannot act on --or
even take--complaints about studies after they are finished.

If this is true, to whom should post-facto concerns about human subjects harmed in studies conducted by EPA
staff be reported?

Thank you for your help.




EI-Zoghbi, Christine

From:

Sent: riday, Januar 11:19 AM

To. I

Subject: FW: EPA OIG Hotline 2015-086

Attachments: 2015-086 referral combined.pdf; 2015-086 closeout letter.pdf

H

Please enter into your hotline spreadsheet.

From: Copper, Carolyn

Sent: Thursday, January 15, 2015 4:32 PM
To:
Subject: FW: EPA OIG Hotline 2015-086

For our hotline records. Thanks.

Sent: Thursday, January 15, 2015 4:07 PM
To: Grifo, Francesca
Cc: Copper, Carolyn
Subject: EPA OIG Hotline 2015-086

Please find attached the referral to your office and the final closeout letter sent to-oday. The -

referral is still being reviewed by OIG Chemist ||| NG

Special Agent]

Desk Officer for the OIG Hotline

US EPA, OIG, Office of Investigations HQ
1200 Pennsylvania Ave NW Mailcode 2431T

Washinﬁton, DC 20460

Hotline - 202-566-2476 or 888-546-8740
Hotline Fax 202-566-2599 Web Address oig hotline@epa.gov

Hotline records are protected under the Privacy Act 5 U.S.C. § 552a. All EPA employees handling protected information have a legal and ethical obligation to hold that information in
confidence and to actively protect it from improper uses. Except as specifically authorized, EPA employees shall not disclose, directly or indirectly the contents of any record about
another individual to any person or organization. EPA employees who willfully release protected information, without authority, may be guilty of a misdemeanor and fined up to $5,000. In
addition, any employee violating the Privacy Act or EPA regulations is subject to disciplinary action, which may result in dismissal.





